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NMNepeamvoBa

IHdopmauisa npo uen NOcCiGHUK

Hoci6nux onepamopa cucmemu GeneXpert® Dx Hajae BKasiBKH 100 KCIUTyaTaIlii
Cucrema GeneXpert Dx. Bka3iBku, HaBeZieHI B IbOMY TTOCIOHUKY orieparopa, 1o
CTOCYIOThCS TPOTPAMHOTO 3a0e3MeUeHHs, Tepe0auaoTh HassBHICTh 0a30BHX HABHYOK
pobotu 3 Kommn'torepoM. Bu maete Oyt 06i3HaHUM 3 TpadidyHuM iHTEpdEiicom
KOpHCTyBa4a Microsoft® Windows®. SIkio Bu He Ma€eTe TaKuX HaBUHUOK, 3BEPHITBHCS
Io nokymenTanii s Windows.

IHdopmauin 3 6e3nekun

I'maBa 8, HebGe3nekn y 1IboMy MMOCIOHUKY HaJae BaXITHBY 1H(POPMAIIIO TIPpO OE3IeKy, sKa
noBHHHA OyTH BUKOpHCcTaHa npu ekciutyaranii Cuctema GeneXpert Dx. [lepen mouarkom
eKCITTyaTallii mpuiaay yYBaKHO MPOYUTANWTE Ta 3po3yMiiiTe iHpopmMariiro mpo Oe3meKy.
Bukopucrannasa npunany 6e3 03HaHOMIICHHS 3 TJIABOIO PO MOXIIMBY HebesmeKky abo 6e3
BIJIIIOBITHOT MiITOTOBKH MOKE TIPU3BECTH JI0 CEPHO3HUX TPABM, HOIIKO/PKEHD NP,
HEeNIHCHHUX Pe3yNlbTaTiB ab0 BTPaTH JaHHX.

3acTepexeHHs - — -
Monepea)eHHsA BKa3ye HAa MOXIIMBICTb HeGaxxaHMX peakuiin, TpaBM a6o cMmepTi Ans
KopucTyBaya abo iHLWOoro nepcoHany, siKLo He A4OTPMMYyBaTUCS 3anobiXHUX 3axoaiB
Ta BKa3iBOK.
YBara!

3acTepexeHHs1 BKasye Ha Te, L0 MOLUKOAXKEHHS1 CUCTEeMM, BTpaTa AaHUX abo HediNCHi
pe3ynbTaTv MOXYThb MaTu Micue, SIKLWO KOPUCTYBay He BUKOHYE HaiaHOI nopaau.

Baxnueo IlHaMkaToOpM BaXXNUBOCTI BUAINAKTL iH(hopMaLito, AKa € KPUTUYHOIO AN BUKOHAHHA
3aBAaHHA abo oNnTUManbHOI po60TU CUCTEMMU.

MpumiTka MpuwmiTka ineHTUdikye iHdopmaLito, sika CTOCYETbCS NULLE OKpeMUX BUNaakis abo 3aBaaHsb.
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CumBoOnNuU, siKi BUKOPUCTOBYHKOTbLCH B NOCIOHUKY Ta
Ha mapKyBaHHi cuctemm GeneXpert Dx

HaBezeHi HIK4e CUMBOJIH Ta MIKTOTPaMH BUKOPUCTOBYIOTHCS B IIbOMY IOCIOHHKY Ta B
MmapkyBaHHi Cucrema GeneXpert Dx:

CumBon

3HaueHHA

IVD

[liarHOCTUYHNI MEQMYHUIA NPUCTPIV NS BUKOPUCTaHHS in Vitro

OuiHeHo BignoBigHicTb BenvkobpuTtaHii

MapkyBaHHs CE — BignoBigHicTb eBponeicbkMmM HopMam

He BUKOpUCTOBYINTE NOBTOPHO

3BepHiTbCA A0 IHCTPYKLIN i3 3aCTOCYBaHHs

BupobHuk

YnoBHOBaXXeHWU NpeacTaBHUK B €BponericbkoMy CniBTOBapuUCTBi

BignosiganbHa ocoba y BenukobpuTtaHii

YnosHoBaxeHU npeactaBHuK y LLsenuapii

Bkasye Ha noTeHuiiHuin pun3smnk GionoriyHoi HeGeaneku. bionoriyni 3pasku, Taki
AK TKaHWHW, pPiAMHa Ta KPoB NoAMHN Ta (abo) TBapuH, MOXYTb NepegasaTu
iHdbeKUiHI xBopobu. [loTpuMynTECH MiCLEBUX, PEMiOHANbHUX | HALiOHaNbHUX
HacTaHoB i3 6e3neku nig Yac poboTu 3i 3paskamu Ta iXHbOI yTuUnizaLji.

Bkasye, wo B enekTpuyHin cuctemi B Cuctema GeneXpert Dx npucyTHs
HebesneyHa BMCOKa Hanpyra. He 3HiManTe KpULWKX 3 LMW MapKyBaHHAMMU
3 MonepeaXeHHsIM.

Bkasye Ha MOXNUBICTb BTpaTK abo MOLUKOMKEHHS AAHUX, SKLLO He
BMKOHYIOTbCH BiANoBigHi npoueaypw. MNpounTanTe BCo JogaTkoBy
iHopmaLito, ska HagaHa nicns cumeony, Wo6 YHUKHYTU BTpaTW AaHWX.

Bkasye Ha 3acTepexeHHs1 abo nonepeaXeHHs1, ANs SIKOro He iCHye iHLWoro
ineHTUdpikoBaHoro cumeony. MNpountanTe BCi iIHCTPYKLUIi, Ski HagaHi nicns
CUMBONY, LWOO YHUKHYTU TpaBMyBaHHSA abo MOLUKOAKEHHS 0bnagHaHHS.

[ata BupobHULITBa

e e & filieEens

Howmep 3a kaTtanorom/aoBigkoBMn HomMep
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CumBon 3HauveHHA
@ CepiviHnin Homep
/Hf Ob6MexeHHs Woao TemnepaTypuy

Po3TawyBaHHSA wTab-kBapTUp Kopnopauii Cepheid

KopnopaTtuBHa wrtab-kBapTupa €Bponencbka WTab-kBapTUpa

Cepheid Cepheid Europe SAS

904 Caribbean Drive Vira Solelh

Sunnyvale, CA 94089-1189 81470 Maurens-Scopont
USA (CLLA) DdpaHuia

TenedpoH: +1 408 541 4191 Tenedon: +33 563 825 300
dakc: +1 408 541 4192 dakc: +33 563 825 301

TexHiYHa nigTpUMKa

[epen tum sik 3B's3yBarucs 3 Texniuna migrpumka Cepheid, 30epiTe HacTynHY
iHpopMmarriro:

. Hasga mponykry

. Howmep maprii

. CepiiiHuit HoMep aHaji3aropa

. [ToBimoMIIEHHS TTPO TTOMIUTKH (SIKIIIO €)

. Bepcis mporpaMHoro 3a0e3reueHHs Ta, K0 HaSBHUM, HOMEP CepPBICHOI OMpPKU
KOMIT'tOTepa.

. KopucrtyBaui moBUHHI MOBIOMIISITH TIPO CEPHO3HI iHIUACHTH, MTOB'A3aH1

3 BUKOPUCTaHHAM cucTeM npuiamiB GeneXpert, kommnanito Cepheid Ta
KOMITETCHTHUH YITOBHOBXXCHUH OpraH JIep)KaBU-yYaCHHKA, B SIKil CTaBCs Leh
cepiio3HU IHITUICHT.
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KoHTakTHa iHcphopmauisn

Cnony4eHi lUtatn Amepuku PpaHuin
TenedoH: + 1 888 838 3222 TenedoH: + 33 563 825 319
En. nowrTa: techsupport@cepheid.com En. nowrTa: support@cepheideurope.com

KonrakTtHa iH(hopMarist ycix BigaiiB coy»0u TexHIYHOI miaTpuMkn kommaHii Cepheid
BKa3aHa Ha HamoMy BeO-caiiTi: www.cepheid.com/en/CustomerSupport.

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
USA (CLLA)

Tenedon: +1 408 541 4191
dakc: +1 408 541 4192

EC|REP CH |REP UK |REP
Cepheid Europe SAS Cepheid Switzerland GmbH Komnanisi Cepheid UK Limited
g;";%oli/?'h S . Zircherstrasse 66 Oakley Court, Kingsmead

aurens-Scopon :
Opars P Postfach 124, Thalwi Business Park
Frederick Place, High

TenedoH: +33 563 825 300 CH-8800 Wycombe
dakc: +33 563 825 301 LLiBenuapis

HP 11 1JU, BenukobpuTaHisi
TenedpoH: + 44 3303 332 533
www.cepheidinternational.com

www.cepheidinternational.com

IMmnoptepu B €C Ta LLiBenuapito

® ®

Cepheid Netherlands BV Cepheid Switzerland GmbH
Up Building Zircherstrasse 66

Piet Heinkade 55 (6-11 nosepx) Postfach 124, Thalwil

1019 GM AmcTepaam CH-8800

Hinepnanan LLBeiiLapis
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IcTopisa nepernaais
Omnuc 3min: Big 302-8378 Pen. B > 303-1548 Pen. A

Hinb: OHoBReHHS Ui TPUIALIB 13 6- Ta 10-KOIbOPOBUMHU MOIYIISIMU Ta JOIABaHHS PEECTpaLiiHOT

inpopmanii UKCA.

Po3gin

Onuc 3miHmn

1.3,1.4,25,3.7

[opnaHo iHdopmauito npo npunaan 3 6- Ta
10-KONMbOPOBUMW MOLYIAMM.

1.1 OHoBneHHa Posainy 1.1.

24 OHoeneHo iHdhopmaito npo kapty Ethernet.

213 OHOBNEHO KiNbKiCTb CMMBONIB, JOCTYNHWX Y noni Im'A
KopucTyBaua.

2.15 OHoBNeHo pucyHok KeanidikauinHuii 3BiT.

2.16 [opnaHo TBepaxeHHs woao npusogy DVD.

3.7 BunpaeneHo Bvnagky BXXUBaHHS LLECTU-KONbOPOBUA Ha

6-KONbOPOBUI | AECATU-KONMBOPOBUIA Ha 10-KONBOPOBUIA.

Y BCbOMY AOKYMEHTI

HopaHo iHdopmauito UKCA

lMoci6Huk onepamopa cucmemu GeneXpert Dx
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Cuctema GeneXpert Dx

3a3HayeHa Hvx4e iHdopMaLis CTOCYETLCA NEBHUX NOMOXEHb rapaHTii, BUKNageHux B yrogi
(«Yrogay), 3rigHo 3 skoto npunag GeneXpert 6yB oTpuMaHuii knieHTom («KnieHT»). Y pasi
Oyab-AKOro NPOTMPIYYSA MK YyMOBaMU rapaHTii B Yrogi, BKIMOYHO 3 0OOMeXeHHsIMM BifgnoBiaanbHOCTI,
BUKNAAEHNUMMW B Hill, Ta OOMEXEHHAMU B LbOMY AOKYMEHTI, YNHHMMMU € Ti, L0 MIiCTATbCA B YrOAi.

«Mpunag» o3Havae npunag GeneXpert, Sk BU3Ha4eHoO B Yrofi.

«MoKyneub» 03Ha4ae NEPBUHHOIO MOKYNUS, Skuii Nnpuadas npunag eig komnaxii Cepheid; ue
MOHATTS HE NOLUMPIOETLCSA Ha Oyab-SKUX HACTYMHUX MOKYMNLiB.

GeneXpert ObmexeHa rapaHTisa Ha npunag
«Yroga» o3Hayae yrogy, 3rifiHO 3 sIKOK NokyneLb npuabas npunag.

«[Mokyneub» 03Ha4Yae NepBMHHOIO NOKyNus, akun npuabas npunag y komnaxii Cepheid abo
YNOBHOBAXXEHOT TPETHLOT CTOPOHY; Lie MOHSTTS HE MOLUMPIOETLCS Ha ByAb-sIKUX HACTYMHUX MOKYNLUiB
4M NpaBoodepKyBauiB.

«Mpunag» osHavae npunag GeneXpert, onucaHni y LibOMY MOCIGHUKY.

Hwxde HaBefeHo rapaHTito Ha npunag. Y pasi 6yab-aKoro NpoTUpIvYS Midk yMOBaMW rapaHTii B
LIbOMY MOCIOHUKY (BKITIOYHO 3 OOMEXEHHAMM Bi4NoBiAanbHOCTI) Ta TakKMMy ymMoBamu B Yrogi,
YMHHUMM € Ti, O MiCTATbCS B Yroga,.

KomnaHisi Cepheid rapaHTye, wo npunag (i) He mae gedekTiB y matepiani Ta 06pobui npoTarom
O[HOTrO POKY Micns BigBaHTaXeHHs, (ii) Bianosigae onybnikoBaHnM cneumdikauiam komnaHii
Cepheid ons npunagy, i (iii) He nepebyBae B 3acTaBi 1 He Mae OOTSXKEHb HA MOMEHT
BigBaHTaxeHHs. KomnaHia Cepheid He rapaHTye BiaCyTHICTb Oyab-akux aedekTis Oyab-akoro
npunagy, Cnpu4nMHeHnx: (a) HenpaBUNbHUM BUKOPUCTAHHSIM, BCTAHOBMEHHSAM, BUAANeHHsiM abo
TecTyBaHHsAM, (b) He3abe3neyeHHsIM NOKyNLUEM HanexHoro poboyoro cepefoBuLla Ansa npunagy,
(c) BMKOpUCTaHHAM Npunagy Ans Luinen, BiAMiHHUX Big TUX, Ans Skux ix 6yno po3pobneHo,

(d) BMKOPUCTaHHSIM HeCaHKLIiOHOBAHOro AoAaTKOBOro npunaaas, (d) He3suyanHum isnyHnm abo
enekTpUYHUM HaBaHTaxeHHsAM, (f) Mogmdikauielo abo peMOHTOM, BUKOHAHUMW HE KOMMNaHIe
Cepheid abo aBTopr3oBaHum noctadansHukom nocnyr Cepheid, abo (g) Oyab-aKkuM iHWKUM
3MOBXWBaHHSAM, HENPaBUITbHUM BUKOPUCTaHHSIM abo HeaGansCcTBOM LoAo Npunaay. BukopucTtaHHs
HecxBaneHux YacTuH, peareHTiB Ta iHWWX MaTepianiB B npunagi aHynoe Oyab-siki rapaHTii Ta
Bynb-siky cepaicHy yrogy mix komnaHieto Cepheid Ta knieHTom ctocosHo npunagy. Llst rapanTis
ommMproeThes auiie Ha [Tokymis, a He Ha mokyniiB [Tokymist ab6o Oyab-SIKy iHITY TPETIO
CTOpOHY, 1 He i yuIsArae nepenadi. ['apaHTist MOMUPIOETHCS JIHUIIE HA HOBI IPUITAIH.

3A BUHATKOM BUMAAKIB, OKPEMO 3A3SHAYEHWX B YIofl, BUPOBW/ NPOOAKOTLCA

«£AK €». HA BUPOBW, WO HE 3rAfAHI Y UbOMY OOKYMEHTI, FTAPAHTIA HE
MOWNPKOETLCA. KOMMAHIA CEPHEID BIAMOBIAETLCA BI YCIX 3AAB TA TAPAHTIN,
ABHUX, UM TAKNX, WO MAKOTLCA HA YBASI, LLOAO BUPOBIB, BKIMIOYHO 3 TAPAHTIAMMW,
LLLO MAIOTLCSA HA YBA3I, OO0 KOMEPLINHOT NPUOATHOCTI, MPUOATHOCTI ANA NEBHOI
METW/ TA HEMOPYLUEHHSA MPAB. KOMMAHISA CEPHEID HE HECE BE3YMOBHOI
BIANOBIAANIBHOCTI, BIAMOBIJANBHOCTI WOAO NPOAYKLUIT ABO BIANOBIOANBHOCTI 3A
HEOBANICTb, AKTUBHY Y/ MACUBHY. EOVNHUIA BAPIAHT BIOWKOOYBAHHA MOKYMNLEBI
3riaHO 3 LIEK TAPAHTIED OBMEXYETLCA PEMOHTOM ABO 3AMIHOKO NMPUNALY.

Y XKOOHOMY PA3I KOMIMAHIA CEPHEID HE € BIAMOBIAANTbHOIO 3A BYAb-AKI CMELIANBHI,
HENPAMI, BUNAOKOBI BTOPUHHI, TUMOBI 3BUTKWX ABO MOLWKOIXKEHHA (A0 AKNX,
3-MOMDXK IHLLOIO, HANEXATb: BTPATA MOXINMBOCTI EKCMNNYATALLT, OAHWX, MPUBYTKIB
ABO PENYTALT), WO BUHUKAKOTb YHACTIOAOK ABO Y 3B'A3KY 3 MPUABAHHAM,
BMKOPUCTAHHAM ABO HEMOXITMBICTIO BUKOPUCTAHHA BUPOBY, WO BUTTIMBAIOTb

3 Yroaun, NPABOMNOPYWEHHHA (BKITKOYHO 3 AIAMU YK BESIANBHICTHO, AOMYLWEHOIO
HEOBATICTIO TA BESYMOBHNMW 30B0B'A3AHHAMN) YA IHLWWMM YAHOM. BULLE3TAOAHE
OBMEXXEHHS 3ACTOCOBYETbLCS, HABITb AKLLO KOMMAHIT CEPHEID MOBIAOMAANN NPO
MOXINBICTb TAKMX BTPAT ABO MNOWKOMKEHbDL, YA Y PA3I HEE®EKTUBHOCTI BCIX

viii
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3ACOBIB MNMPABOIO 3AXUCTY. 3A XOOHMX OBCTABWH 3ArAllbHA BIOMOBIOANBHICTb
KOMMAHIT CEPHEID, WO BUHWKAE BHACTIAOK ABO Y 3B'A3KY 3 MPYABAHHAM,
BVMKOPUCTAHHAM ABO HEMOXIIMBICTIO BUKOPUCTAHHA BUPOBY, HE MNMEPEBULLYE
CYMY, ®AKTUYHO CMIAYEHY MOKYMLEM KOMMAHIT CEPHEID 3A MPUMAL, AKUA €
MPEOMETOM MO30BY AEO 3YMOBUB TAKUIA.

Yro,qa npo .l1iL|eH3yBaHHFI nporpamMmHoro 3abe3neyvyeHHA AnA nporpamMmHoro
3abe3nevyeHHs GeneXpert Dx Bepcii 6.5

Lis NMiueHsinHa yropa (aani — «JliueHsisa») onucye Bawi npaBa (K ¢iznyHoi ocobu a6o
OKpeMoi opraHi3sauii) Ta yMOBM, Ha SIKUX BU MOXeTe BUKOPUCTOBYBaTU NporpamMmHe
3abe3ne4vyeHHs GeneXpert Dx («lporpamHe 3a6e3ne4vyeHHA»), i € yrogor Mk Bamu Ta
komnaHiero Cepheid. YBaxHo npountante uto JlineHsito, BKIOYHO 3 ycima 4OOaTKOBUMU
yMoOBaMu, fiKi MOXYTb cynpoBoaxyBaTu lNporpamHe 3abe3neyeHHsA. BcTaHoBnooun,
OTPUMYIOYM AOCTYN A0 NPOrpamMHOro 3abesnevyeHHsi Y44 BUKOPUCTOBYHOUM MOTO iHLWUM
cnoco6om, BU noroaxyeTtecs 3 ymoBamu Ui€i JlineHsii Big cBoro imeHi 1 opraHizsaduii, Big imeHi
fAIKOi BM BUKopuctoByeTe Le lMporpamHe 3a6e3nevyeHHs. SAKLWO BM He NpMAMaETe YMOBM L€l
NiueHsii, Bn He MmoxeTe BUKopucToByBaTH Le lMporpamHe 3abe3nevyeHHs. Morogxyruncs 3
UMMM YMOBaMM Bif iMeHi opraHisauii, BU norogXXyerecb 3 TUM, LLIO MaETe NOBHOBAXXeHHA
BcTynatu B uto JliueHsito Big ii iMmeHi, i wo «Kopuctysau», Ak TyT BUKOPUCTOBYETHLCA,
CTOCYETbLCA Bac i Bawoi opraHisauii. BctaHoBnoouM, oTpumytoum goctyn abo
BMKOPUCTOBYHOUM ByAb-siKi iHLWWI OHOBMNEHHSA, AAKi BU OTPUMYETE OKPEMO SIK YaCTUHY
MporpamHoro 3abe3ne4yeHHs, BU NOroAXXyeTecb Ha BCi AoAaTKOBI YMOBM NiLeH3il, AKi MOXYTb
CynpoBOAXXYyBaTU TaKi OHOBJIEHHS.

1. Hapanns ninensii: Komnanis Cepheid nHagae KopuctyBauy oOMexeHy, HEBUKIIOUHY,
HellepenaBany, HeBIACTYITHY JIIIEH3110 Ha BUKOPUCTAHH Jtwie oaHiel (1) xormii
[IporpamHoro 3a0e3neyeHHs i IMIIe Ha OMHOMY KOMIT'FOTepi, 0 HaJa€ThCs
rxommaniero Cepheid pazom i3 mpunamgom GeneXpert, Ta MiIKIIOYSHIH 10 HHOTO
(«ITpuctpiit») 3 equHOIO METOIO — BHKOpHcTaHHs npuiany GeneXpert. [Iporpamue
3a0e3TeueHHs Ta BiIIOBIAHA TOKyMEHTAIis (OMepeIHbFO BCTAHOBIICHI Ha
[pucTpiii, Ha TUCK, y NaM'STh JIMIIE TSI YUTAHHS, Ha OyAb-sIKOMY 1HIIOMY HOCI1
9 B Oyab-sIKii (hopMi) JTIIICH3YIOThCS, a He TPOAA0ThCsl KopucTyBady KOMITaHi€10
Cepheid nns BukopucTanns nuine Ha ymoax wiei Jlinensii. Komnanis Cepheid €
€KCKITIO3UBHUM BiacHUKOM IIporpamMHoro 3a0e3mnedeHHs Ta TOKyMeHTaIlil Ta BCiX
100aJbHUX MPaB, KOMEPLiHHOT TAEMHHMLI, aBTOPCHKUX Ta 1HTENEKTYalbHHUX MPaB
Ha HUX, a TaKoX 30epirae mpaBo BiIacHOCTI Ha [Iporpamae 3abe3nedeHHs Ta
JOKyMEHTalilo Ta 30epirae 3a co0oo BCi mpaBa, npsiMo He HagaHi Kopuctysady.

s Jlinen3ist Hagae KopucTyBady mpaBo KOPUCTYBaHHS 0€3KOIMITOBHOIO i ATPUMKOIO
TenedoHoM, K 1e nepegdadeHo kommnanieto Cepheid.

2. Ownosaenns: Kommanis Cepheid, Ha cBiif po3cyi, MOXKe HalaBaTH AOCTYITHI
MaiiOyTHi oHOBJIeHHs a00 oHOBJIEeHHS [Iporpamuoro 3abesneuenns. OHOBICHHS a00
YIIOCKOHAJICHHS, SIKIIO TaKi €, He 000B'SI3KOBO OXOILIIOIOTH yC1 iICHYOUi (DYHKITI
nporpaMHoro 3a0e3nedeHHs. KoprctyBau Hece OBHY BiANOBIAaIbHICTH 3a
3a0e3MeueHHsT CBOEYaCHOTO OHOBIICHHS [IporpaMHoTro 3a6e3meueHHs Ta 3a OyIb-sKi
HACIIiIKH, SIKi BAHUKAIOTh BHACIIIOK HEBYaCHOTO OHOBIIEHHS [IporpamHoro
3abe3neueHHs. YMoOBH i€l JIiteH3il perymoBaTUMyYTh yCi YIOCKOHAICHHS
nporpaMHoro 3a0e3nedeHHs: a00 OHOBIICHHS, 10 HaJlaroTbesl Kommnaniero Cepheid,
3a BUHSTKOM BUTIAJIKIB, KOJIA TaKi OHOBJICHHSI Y1 YIOCKOHAJICHHS CYTTPOBOIKYIOThCS
OKPEMOIO JIIEH3I€10, 1 B [bOMY BUIAKy BOHU PETYIIOBATUMYTHCS YMOBAMH TaKol
TeHsii.
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PesepeHa xomisi: KoprcryBau Moske 3p0OHUTH TiIbKH ofHY (1) KOTIito JTUIe Juist
pe3epBHOTO KomioBaHHs. KopucTyBad He MOBUHEH 1HIIMM YHHOM KOIIOBAaTH
[Iporpamue 3a0e3MMeUCHHS.

Oobwmexenns: KoprcTyBad He TOBHHEH KOITFOBATH 200 JI03BOJISITH KOIFOBATH 1HIITHM
(32 BUHSTKOM BUIIAJIKiB, IBHO i B THCbMOBIH ()OPMi JT03BOJICHUX KOMITaHI€rO
Cepheid), nexoMItiaroBary, 31iliCHIOBATH 3BOPOTHE ITPOEKTYBAHHS, PO30HpaTH YK
HaMaratich iHIIUM YHHOM BU3HAYHUTH MporpamMHuii koj. KoprcTtyBad He MOBHHEH
3MiHIOBaTH, 00'eJHYBaTH, MOAH(]IKYBaTH, IEPEKIIaIaTH, IEPEBUIABATH, BiIaBaTH,
PO3IMOBCIOMKYBATH, MOIIUPIOBATH, ITEPEAaBaTh (MUITXOM IPOAAXKY, OOMIHY,
JapyBaHHS, Y paMKax Jii 3akoHy 4 iHIMM 4rHOM) [IporpaMue 3a0e3nedeHHs

YH TIOB's3aHY 3 HUM JOKYMEHTAIIiI0, IOBHICTIO 200 YaCTKOBO, OyIb-AKii TpeTii
ctopoHi. KoprctyBad He TOBHHEH JTO3BOJIATH Oy/b-sKiil TPETiii CTOPOHI OTPUMYBaTH
BUTOJY BiJl BUKOpUCTaHH: a0o dyHKIioHyBaHHs [IporpaMHoro 3abe3neyeHHs yepes
OpEHLY, JI3WHT, IO3UKY, PO3TIOILT Yacy 4 iHMI qoMoBieHocTi. KopuctyBad He
MOBHHEH BUKOPHUCTOBYBaTH [Iporpamue 3abe3reueHHs B MEPEXKi, /16 BOHO MOXKE
3aIyCcKaTucsi a00 BUKOPUCTOBYBATHUCS KijibkoMa [IpucTposiMu oqHOYacHO.
KopwucryBay nmoromkyeThesi He BCTAaHOBITIOBATH, HE BAKOPUCTOBYBATH Ta HE
3amyckaru [Iporpamue 3a0e3nedeHHs Ha IPUCTPOT, BIAMIHHOMY Bifl TOTO, SIKUH
Hajgano kommaniero Cepheid ms mpunany GeneXpert. Kommnanis Cepheid He Moxe
HaJaTH TEXHIYHY MiATPUMKY AJsl BUPILIEHHS Ipo0JieM, 10 BUHUKAIOTh Yepes IIe.

Tepmin aii Ta npununaenHs aii: [{s JlineH3ist € YMHHOIO 10 MPUITUHEHHS i
Kowmmanist Cepheid moxe npunmanTH Hito i€l JlineHsii, Ko KopucTyBad He
BUKOHYE Oyab-siKi ymMoBH 11i€i JlineH3ii a00 opUriHaNBHOT YTOIH, 3T1IHO 3 KOO
Oyno orpumano npunan GeneXpert. [Ticns npurnmaenns nii Jlinensii KopuctyBau
MMOBUHEH MIPUITMHUTH BUKOpUCTaHHs [IporpaMHOro 3a0e3neueHHst Ta 3HUIIUTH BCl
korii [IporpamMHoro 3abe3neveHHsl Ta MOB'sI3aHy 3 HUM JTOKyMeHTallito. [TonokeHHs
po3niiie 6 Ta 7 i€l JlitieHsii 30epiratoTh YHHHICT MICIIS MIPUITMHEHHS 11 1.

Binmosa Bix rapantii: Y MAKCHUMAJIBHUX MEXAX, IO3BOJIEHUX
YMHHHWM 3AKOHOJABCTBOM, [IPOI'PAMHE 3ABE3ITEUEHHS
HAJIOAETBCS « K €» 1 «SK JOCTYIIHO», 3 YCIMA HECIIPABHOCTSIMU
TA BE3 BY/Ib-SIKUX TAPAHTIN, I LIUM KOMIIAHISI CEPHEID
BIIMOBJISIE€ThCS BIJ] BY/Ib-SIKUX TAPAHTIN I YMOB CTOCOBHO
IMPOI'PAMHOI'O 3ABE3IIEYEHHS, A CAME ITPSIMUX, HETTPSIMUX ABO
[IEPEJIFAUYBAHUX, Y TOMY UUCJIL, CEPEJ] IHILIOT'O, TAPAHTIU TA
(ABO) YMOB I110/10 KOMEPILIMHNX XAPAKTEPHCTHK, 3AJOBIJIbHO]
SAKOCTI, IPUJIATHOCTI ITPOJAYKLIII /11 ITEBHOI'O ITPU3HAYEHHS,
TOYHOCTI TA BIZICYTHOCTI I[IOPYILIEHHS ITPAB TPETHOI CTOPOHMU.

Oo6mesxkenns BianmoBimansHoCcTi: Y MEXKAX, TO3BOJIEHUX 3AKOHOM,

3A )KOOHUX OBCTABUH KOMITAHIS CEPHEID, I ®IJIII, ATEHTU YU
I'OJIOBHI ITIAITPUEMCTBA HE € BIIIIOBIJIAJIbBHUMU 3A BYJIb-SIKI
BUIIAJIKOBI, OCOBJIMBI, HEITPSIMI ABO HACJIIJKOBI 3BUTKH, Y TOMY
YICJII, CEPEJI IHIIIOT'O, 3BUTKU YEPE3 BIJICYTHICTH ITPUBYTKY,
[TOLIKOJPKEHHS ABO BTPATY JIAHUX, HECITPOMOXHICTb ITEPEJJATU
ABO OTPUMATU JTAHI (BKJIFOUAIOUM, 30KPEMA, HABYAJIBHI
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IHCTPYKILII, BABJIAHHSI TA MATEPIAJIN), IIEPEPBY B JIIAJIbLHOCTI ABO
BY/Ib-SIKI HILII KOMEPLIHI 3BUTKY UM BTPATU, 1110 BUHUKAIOTh
ABO IIOB'SI3AHI 3 BAIIMM BUKOPUCTAHHAM ABO HEMOXIJIMBICTIO
BUKOPUCTAHHS LIbOI'O TTPOT'PAMHOI'O 3ABE3IIEYEHHA, ABO
[TPOT'PAMHOTI'O 3ABE3IEYEHHS, IOJATKIB UM ITOCJYT TPETHOI
CTOPOHU, I[TOB'AA3AHUX I3 LTUM ITPOI'PAMHUM 3ABE3ITEYEHH M,
HE3AJIEXKHO BIJ [TPUYMHU, YU TO BHACJIIJIOK YKIIAJJEHHSA YI'OAN,
IMTPABOITIOPYIIIEHHA ABO IHIIMM CIIOCOBOM, HABITbD AKIIIO
KOMITAHIA CEPHEID BYJIA ITOBIZAOMJIEHA ITPO MOXJIMBICTb TAKUX
3BUTKIB.

8.  CroponHi jinensii: [IporpaMue 3a0e3neueHHs MOKE BUKOPHUCTOBYBATH 200

IHTETpyBaTH CTOPOHHI MTPOTpaMU Ta 1HIII 3aXUIICHI aBTOPCHKUM TIPAaBOM MaTepialiy,
BKITIOYHO 3 JIIIEH315IMH Ha TPpOrpaMHe 3a0e3MeueHHs 3 BIAKPUTHM KOJJoM. Bu3HaHHS,
YMOBH JIIIIEH3yBaHHsI Ta Bi]MOBa BiJ| BiIMTOBIAAILHOCTI 32 TaKe MPOTPaMHE
3a0e3MeYeHHs Y1 MaTepiad MICTATHCS B €JIEKTPOHHIN JTOKYMEHTAIIT 10
[TporpamHoro 3ade3nedeHHs. Y Mexax, B akux [Iporpamue 3abe3nedeHHst MiCTUTh
a00 Ha/la€ IOCTYII 10 OyAb-IKOr0 CTOPOHHBOTO MPOTPaMHOTO 3a0e3IeUeHHS,
kommaHist Cepheid He Mae )KOTHUX TPSAMUX a00 HEMPSMUX 3000B'13aHb HAJAABATH
Oynb-sKy TEXHIYHY a00 HIY MATPUMKY JUIS TAKOTO IPOrPAMHOTO 3a0e3IeYeHHS.

9.  ExcnoprHuit koHTposib: KopuctyBau He MoXe BUKOPUCTOBYBATH 200 iHIINM
YHHOM €KCIIOPTYBaTH YM peeKcropTyBaTH [IporpaMue 3a6e3neueHHs, MOPYUIYIOYH
3aK0HH, TipaBuia Ta oomexxeHHs Cnonydenux [ltariB Amepuku. Ha [Iporpamue
3a0e3MeYeHHS TaKOXK MOXKYTh ITOIIUPIOBATHCS MIPABUIIA EKCTIOPTY YH IMITOPTY 1HIINX

KpaiH. 30kpema, cepen iHmoro, [Iporpamue 3a0e3mneueHHs] HE MOXKHA EKCIIOPTYBaTH
a0o0 peexcnopTyBaru B Oy/ib-sKi KpaiHu, 1o nepedysaroTh i embapro CIIA, abo
B OyIb-AKy KpaiHy, Ha siKy i€ 3a0opoHa MinictepcTsa Toprismi CLIA Ta iHmmx
Jiep>KaBHUX YCTAHOB 1 perynstopaux opraniB CIIA.

10.  JepxaBHi koprctyBadi: [y nepxxaBHUX KoprcTyBadiB 1e [Iporpamae 3abe3neueHHs
€ KOMEpLIiTHUM MporpaMHUM 3a0€3MeUECHHSIM, Ha SIKE PO3MOBCIOKYIOThCS OOMEXKeH1
mpasa BixnosigHo 10 FAR 52.227-19 (C) (1, 2).

11. Bubip npaga: JlitieH3is pery;It0€ThCS Ta TAYMAYUThCS BiJTIOBITHO 10 3aKOHOIaBCTBA
CIIA ra mwrrary KanidopHis.

12. IloBHa yroma: SIkio mpsMo He 3a3HaYE€HO B IbOMY JOKYMEHTI, 1151 Jlimensis
ABJIsiE COOOIO TTOBHY Yrooy Mixk Bamu Ta komnaHieto Cepheid, mo ctocyeTbes
[Iporpamuoro 3abe3neueHHs, i 3aMIHIOE BCi IMTOTIEPETHI JTIIICH31i Y1 OAHOYACH]
JIOMOBJICHOCTI IIIOJI0 TAaKOTO npenMeTy. XKomHi nonpasku abo 3Miny i€l Jlinensii He
MaTUMYTh 000B’SI3KOBOI CHIIH, SKIIIO BOHU HE OyIyTh 3pO0JIeHI B MUCEMOBIH (popmi
Ta mignucani kommnanieto Cepheid. Yei nepexnaau wiei JlineH3ii BAKOHYIOTBCS
BIJIMTOBITHO JTO MICIIEBHUX BHMOT, 1 B pa3i CyNepeIHOCTeH MK aHTITIHCHKOIO Ta
OyZb-SIKOI0 HEaHIITICHKOI0 BEPCISIMU MEPEBAXKHY CHITy Ma€ aHIJIiicbKa Bepcis wiel
Jlinensii.
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3acTepexeHHsA

Komiro miei Jlinensii pa3oM 13 MOCHIIaHHSIMH H YMOBaMH CTOPOHHIX JIIIEH3iH Ha
mporpamHe 3a0e3nedeHHs MoxxHa 3HaiTH B po3aini C:\Program Files\Cepheid\
GeneXpert Dx\Dx\resources\en US\files\DxLicenseAgreement.pdf

Jns Bepciit [Iporpamuoro 3abe3neverHs 4.4 Ta monepeaHix Bepcii, SKII0 BH HE B 3MO31
3HAUTH CBOIO JIILIECH3110, BU MOXKETE OTPUMATH KOTIIO Y CITYK01 TEXHIYHOT MiATPUMKA
kommanii Cepheid.

3anBu oo ToproBux Mmapok i aBTOPCbKUX npaB Ans nocioHuka
Cepheid®, norotun Cepheid, GeneXpert®, Xpert®i I-CORE® ¢ TOProBeNbHMMU Mapkamu KoMnaHii
Cepheid, 3apeecTtpoBaHmu B CLUA Ta iHWKMX KpaiHax.

YCi iHLWi TOproBi Mapky € BNAacHICTIO CBOIX BiAMOBIOHNX BNACHUKIB.

Llelt nocibHMK MiCTUTB 3axuLleHy aBTOPCbLKMM NpaBoM iHcbopmauito. XKogHa YacTyHa uboro
nocibHuka He Mmoxe OyTu doTokoniioBaHa abo BiaTBOpeHa B Byab-sikil iHLWIN hopmi 6e3
nonepeaHbLoi NMcbMoBoi 3roam Big Cepheid.

© 2010 - 2023 Cepheid.

3asBu Woao BiAMOBM Bif BignoBifanbHOCTI

Yci npuknagun (HagpykoBaHUIA TeKCT, rpadikv, 300paXkeHHs!, ekpaHu TOLLO) HagaHi Tinbku 3 METO
nokasaHi Ha 3paskax ApyKOBaHOro TEKCTY Ta ekpaHax, He BifobpaxatoTb iMeHa hakTU4HUX
nauieHTiB abo pesyneratn aHanisy. MapKyBaHHS, 306paxeHi B LibOMY NOCIOHMKY, MOXYTb BUrMSAaTu
iHLIMM YMHOM, HiXX peanbHi MapkyBaHHA npoaykuii. KomnaHis Cepheid He pobuTth oaHMx 3asB abo
rapaHTil LWo[o TOYHOCTI Ta AOCTOBIPHOCTI iHGopMalLlii, Aka MICTUTLCH B MOCIGHUKY orepamopa
cucmemu GeneXpert Dx. lHdopmaLito 6yno po3pobneHo Ans BUKOPUCTaHHSA ocobamu, siki
nigrotoeneHi n obisHaHi 3 npouecom ekcnnyaTtauii cuctemun GeneXpert, abo nig 6e3nocepenHim
Harnsgom cnyomn TexHivHol nigTpumkn komnaHii Cepheid abo npeacraBHukiB cepsicy. OHOBMNEHHSI
Lboro nocibHuka onepaTopa MOXYTb BUAaBaTMUCA Yac Bif Yacy, i BOHM MaloTb 36epiratucs pasom i3
LM OpUriHaribHUM MOCIGHUKOM.

He Bcsi npoaykLis, onucaHa B LbOMY MOCIOHUKY, 4OCTyMNHA NS BCiX KpaiH.

BukopucToByrouM L0 NpoAyKLUilo, BU MOXeTe niaaaTucs BNNuBY XiMiYHMX pe4OBUH,
30KpeMa, Hikento (MeTtany), siki, 3a knacudikauiero wraty KanidopHisa, Hanexarb go
KaHueporeHiB. LLlo6 oTpumaTn goaaTtkoBy iHhopmauito, nepenaiTb 3a MOCUNAHHAM
https://www.P65Warnings.ca.gov.

Xii
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1 Bctyn — BukopuctaHHs abo pyHKUiA

s rmaBa Hamae onisan cuctemu GeneXpert Dx. TeMu BKIIIOYAarOTh HACTYIIHI:

. Po3nin 1.1, IlnanoBaHe prU3HAYCHHS
. Po3nin 1.2, TepMiHu, sIKi BUKOPUCTOBYIOTHCS JUISI OTIHICY CUCTEMHU
. Po3nin 1.3, Monemni anamizaropiB GeneXpert

. Poznin 1.4, 6-xonmbopoBi Ta 10-K0IE0pOBI MO

. Posgin 1.5, KoMnoHeHTH cucTeMU

. Poznin 1.6, Kaptpumxi GeneXpert

. Po3nin 1.7, llporpamue 3abe3neuenHs GeneXpert Dx
. Poznin 1.8, Omsim pobodoro mporiecy

. Po3nin 1.9, Jlo modaTky ekcruryararii aHaizatopa

MporpamHe 3abesneveHHss GeneXpert Dx, Bepcia 6.5, niaTpumyeTbcsa onepauiiHnMm cucteMamm
MpumiTka Microsoft Windows 7 i Windows 10. Akwwo noTpibHa gonomMora, 3BepHiTbCA A0 CBOrO perioHanbHoro
LeHTPY TEXHIYHOI NiaTpMKK komnaHii Cepheid.

MigTpumka Windows 7 3akiHuunacs 14 ciuna 2020 poky. KomnaHis Microsoft 6inblue He
HaAae OHOBJIeHb Nporpam 6e3nekn a6o TexHIYHOI NiATPUMKM ANA onepauiiHol cCUCTEMU
Windows 7. Bam Tenep HeobxiAHO OHOBMTMX CBOIO onepaLiiHy cUcTeMy A0 HOBILIOI BepCii,
Hanp. Windows 10.

Baxnueo IHdopmauito npo TexHivyHy niaTpumky Windows 7 guB. Ha canTi https://www.microsoft.com/
en-us/microsoft-365/windows/end-of-windows-7-support.

Kpim Toro, 3Beprantechb y MicLeBy cnyx0by TexHiuHoi niaTpumku Cepheid, sikwo y Bac €
3anuTaHHA woao BukopuctaHHa Windows 7.

1.1 lnaHoBaHe NpU3Ha4YeHHA

1.1.1 3acTocyBaHHS 3a NpU3HAYEHHSAM

Cucrema GeneXpert DX — 11e mpucTpiid U TiarHOCTUKY in Vitro, MpU3HAYCHUN IS
BUKOpHUCTaHHA 3 Habopamu TecTiB Cepheid Xpert®. Cucrema GeneXpert Dx
aBTOMATHU3Yy€ Ta IHTETPYy€E MPOIEAYPH HIATOTOBKY 3pa3Kka, aMIutiikaiii HyKJIeTHOBUX
KUCJIOT Ta BUSIBJICHHS IIJIbOBOI MOCTIZJOBHOCTI B IIPOCTHX a00 CKJIQJHUX 3pa3Kax
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Bctyn — BukopucrtaHHsa abo dyHKLisA

1.1.2

1.2

1.3

Mpumitka

METOIOM TiojTiMepasHoi saHniorosoi peakiii (ILJIP) B pexxumi peanbHoro uacy. Cucrema
MpU3HaYeHa [Tl aBTOMATH30BaHOT 00pOOKH 3paskiB (Ipo0) MarieHTiB i Hagae siK
y3arajbHEeHi, TaK 1 JeTanbHi JaHi PO pe3yJbTard TECTy B TAOIMYHOMY Ta TpadigHOMY
(dopmarax.

MpusHayeHn KopucTyBay/cepenoBuLLe

Cucremy GeneXpert Dx moBHHHI BUKOPHUCTOBYBATH (axiBIi B raiysi J1abopaTopHOi
JiarHOCTHKHM a00 MEIWYHI MPaIiBHUKH, SIKi MPOUIILTH CIel[ialbHe HaBYaHHS, y
J1a00PaTOPHHUX YMOBaX 1 B YMOBax MPOBEACHHS JOCIIPKEHD 32 MICIIEM JIIKyBaHHS, SIK
3a3Ha4eHOo B IHCTPYKIIi i3 3acTocyBanHs TecTy Cepheid Xpert.

TepMiHU, AKi BUKOPUCTOBYHKOTbLCSH AJ1A ONUCY CUCTEMU

B npomy nocionuky anst omucy cucremu GeneXpert DX BUKOPHUCTOBYIOThCS HACTYIIHI
TEePMiHU:

. Cucrema GeneXpert Dx (GX-I, GX-II, GX-IV, GX-XVI) (nani o TexcTy -
Cucrema GeneXpert Dx) BiTHOCHTBCS 710 ITOBHOT CUCTEMH, BKITFOYAIOYH KOMII FOTED,
anamizarop GeneXpert Ta CKaHep IITPUX-KOIIB.

. Amnamnizarop GeneXpert BiIHOCUTBCS JTUIIIE 10 KOMITOHEHTIB, IKi BUKOPUCTOBYIOThCS
1t 00poOKu 3paskiB. Jlus. Maitonok 1-2, Mamonok 1-3, Matonok 1-4,
Maironok 1-5, Mamronok 1-6, Mamronok 1-7, Mamronok 1-8 Ta Mamtonok 1-9
JUTSI IPUKIIAiB aHamizatopiB GeneXpert.

Mopaeni aHanizaTopiB GeneXpert

Icnye Tpu okpemux kareropii ananizaropis GeneXpert R1:

. Amnarizarop GeneXpert GX-I Bkirowae oquH Moayith (200 omHe Mictie) s 00poOKH
OJTHOTO 3pa3ka. Jlo 0JHOrO KOMIT IOTEpY MOXKHA TiIKIFOYHUTH JI0 YOTUPHOX
anamizatopiB GeneXpert GX-I.

. Amnamnizatop GeneXpert GX-IV Bkitouae 10 4oTHphOX MoAyaiB. KoxkeH momynb
00p0o06i1s1€ oMMH 3pa3ok. [0 OMHOTO KOMIT IOTEpY MOXHA TIIKITFOUYNATH 10 YOTHPHOX
anamizaropiB GeneXpert GX-1V.

. Amnarizarop GeneXpert GX-XVI Bkirfouae 70 micTHAIIATH MOIy IiB. KoskeH MOIyIb
00po0IIsie OuH 3pa3oK.

3BepHiTb yBary, Wwo Bci mogeni npunagis GeneXpert R1 He cymicHi Ta He nepeBipeHi 3 10-
KOnbOpoBUMK MoaynsamMu abo 3 kombiHauiero 6-konbopoBmx i 10-KoNbLOPOBKX MOAYNIB B OGHOMY
npunagai.

Icnye wotupu pisni Moneni ananizaropis GeneXpert R2:
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. Amnamizarop GeneXpert GX-I Bkirodae onuH Momyiib (a00 oHe Miclie) 1)1t 00pOOKH
OJIHOTO 3pa3ka. J[0 OHOro KOMIT F0Tepy MOYKHA i IKITFOYHUTH IO YOTUPHOX
ananizaropiB GeneXpert GX-I.

. Amnanizarop GeneXpert GX-1I Bxirouae onuH abo nBa Mmomyi. Koxern Momymb
00po0IIsie omuH 3pa3ok. J{o 0MHOr0 KOMII ' I0TEpy MOYKHA ITiJKITFOYHTH JI0 YOTUPHOX
anamizaropiB GeneXpert GX-II.

. Amnamnizarop GeneXpert GX-1V Bxirouae 10 4oTHpHOX MoayiiB. KoxeHn Moayib
00po0IIsie omuH 3pa3ok. J[o OMHOro KOMIT F0Tepy MOYKHA MiKITFOYUTH 10 YOTUPHOX
anaiizaropiB GeneXpert GX-IV.

. Amnamnizarop GeneXpert GX-XVI Bkirtouae o micTHaIIATH MoAyIiB. KoxkeH Moayis
00po0Iisie omuH 3pa3ok. J{o 0MHOr0 KOMII ' I0TEpY MOYKHA ITiIKITFOYHTH OTUH
anamizarop GeneXpert GX-XVI.

3BepHiTb yBary, Wwo Bci mogeni npunagis GeneXpert GX-1 R2 He cymicHi Ta He nepesipeHi
3 10-KONbOPOBMMU MOAYNAMMU.
MpumiTka
Yci mogeni R2 GeneXpert GX-1I, GeneXpert GX-IV i GeneXpert GX-XVI cymicHi Ta nepeBipeHi ans
10-KONbOPOBMX MOAYNIB.

s misiedt poro qokymeHty, cucremu GeneXpert DX (yHKIIOHYIOTh iICHTHYHO Ta HE
OynyTh inenTudikoBani sk R1 abo R2, skiio He 3a3HaYeHO HiAKOI MEBHOI Pi3HHIIL.

1.4 6-konbopoBsi Ta 10-KoNbLOPOBI MoAYi

[Mpunang Mmoxke Matu abo 6-KOIMBOPOBi, 200 10-KOTBEOPOBI MOYIi 00 MaTu KOMOIHAIIIO
000X THUIIB MOIYNiB B oMHOMY Tipuiai. 10-koapopoBUi MOIYTh MOXe OyTH
11eHTH(IKOBaHUH CHHBOIO CMY)KKOIO Ha BEPXHBOMY Kparo IBEPLSAT MOIYJS, SIK TOKa3aHO
Ha Maurorok 1-1. [Hmmit cioci6 ineHTH(]iKyBaTH MOAYIH - IEPETISHYTH €KpaH 3BiTy
po Monyib (muB. Po3min9.13). Tyt MoxkHa oOayuTH BCI BiKaaiOpoBaHi ONTHYHI
KaHanmu. Skmo Ha expaHi 3BiT Mpo MoAynb 3a3HadeHo 10 kaHamiB, e O3HAYae, M0
Monyib € 10-kompopoBuM. JuB. Po3min 3.7 mus oTpuMaHHS A0AaTKOBOI iH(OpMAIIii TIpo
ONTUYHUN KaHaI.
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6-KONbOPOBUI MOAYIb

6e3 ineHTUdikaulinHoi
CMYXXKM Ha ABepuATax

10-konbopoBMI MoAyIb 3
iaeHTUdIiKaUinHOK CMYXKOLO
CUHbOIO KONbOpYy Ha ABepuATax

GeneXpert

MantoHok 1-1. Mpuknagm npunagiB GX-IV, wo nokasyrTb 6- Ta 10-konbopoBi Moayni Ta kKoMbiHauito 6-

MpumiTka

Ta 10-konbLopoBUX MoAyIiB B OAHOMY npunaagi

1.5 KoMNOHeHTUu cucrtemm

Kommonentn Cuctemu GeneXpert DX BKIIOUalOTh HACTYITHI:

Amnadqizarop GeneXpert—mpuiimae kapTpumxi GeneXpert, ki 3aBaHTaXYIOTbCS
IO aHAITI3aTopY, Ji3ye 3pa3Kku B KApTPHUKAX, BUBLIHHIE HYKIICTHOBI KHCIIOTH Ta
MIACWIIOE 1IIJIHOBI OCHiAoBHOCTI. OCKIJIBKHM CHUCTEMA O3BOJISIE CAMOCTIMHO
KepyBaTH MOIYJISIMH, Pi3Hi 3pa3Ku MOKYTh 0OpOOIISITHCS 3a JTOIMTOMOTOI0 Pi3HUX
BHU3HAYCHb aHAJIi3y OJIHOYACHO B OJHOMY i TOMY K aHaJIi3aTopi.

HacTtisibHuii 260 mepeHOCHHIT KOMII’I0TepP—I03BOJISE BaM 3aIlyCTHTH ITPOTPaMHE
3abe3neuenHs cucteMu GeneXpert Dx Ta 30epiratu 6a3y gaHHX pe3ysbTaTiB
cucremu GeneXpert Dx. [Iporpamue 3abe3nedeHHs Haae BUOIp BU3HAYCHD aHAI3Y,
MOXKJIMBICTh KOHTPOJIFOBATH MPOIIEC aHANI3y NeperisiIaTH Pe3yJIbTaTh Ta
eKCITOPTYBaTH BUOpPaHi 1aHi B iHIE IpoTrpaMHe 3a0e3IeUeHHs, HaPUKIIa,
Microsoft Excel, nns mpoBeneHHs moaarkoBoro anamnisy. Lle mporpamue
3a0e3MeueHHs TaKOXK JO3BOJISE apXiByBaTH Ta OTPUMYBATH JaHi PO pe3yJIBTaTH Ta
kepyBaru 0a3oro nanux. [linkmodenns no Cepheid Link 3a0e3neuye MOXKIHBICTD
BIJICTC)KEHHS KapTPHUIIKIB.

Bupo6HWKM Ta Mogeni HacTiNbHUX | NEPEHOCHMX KOMM'IOTEPIB MOXYTh BigpPi3HATUCS Big NOKa3aHWX y
LibOMY MOCIBHMKY.

Crkanep mTpux-koaiB—Crpuse BBOAY JaHUX Y CHCTEMY.
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1.5.1 KomnoHeHTH cuctemu GeneXpert Dx

AHanizatop GeneXpert GX-l MepeHocHUI KoMN’'oTEp
.

CkaHep WITpuX-KogiB

MantoHok 1-2. AnapatHi komnoHeHTn GeneXpert GX-I
(npepcTaBneHi pa3om 3 NePeHOCHUM KOMM’KOTEPOM)

AHanisatop GeneXpert GX-l HacTinbHui komn’totep MoHiTop

L ]

CkaHep wWTpux-Koais

MantoHok 1-3. AnapatHi komnoHeHTn GeneXpert GX-I
(npeacTaBneHi pa3om 3 HaCTiINMbHUM KOMT KOTEPOM)
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AHnanizaTop GeneXpert GX-I MepeHocHM KoMN’toTEpP

CkaHep wWTpux-koAais

MantoHok 1-4. AnapaTtHi komnoHeHTn GeneXpert GX-lI
(npeacTaBneHi pa3om 3 NnepeHOCHUM KOMM’loTepoMm)

AHanizatop GeneXpert GX-II HacTinbHui komn’otep MoHiTop

4

i

by
B

CkaHep WITpUX-KOAIB

MantoHok 1-5. AnapaTtHi komnoHeHTU GeneXpert GX-lI
(npeacTaBneHi pa3om 3 HaCTiNMbLHUM KOMM’ KOTEPOM)
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Ananizatop GeneXpert GX-IV MNepeHocHun komn’toTep

N
.. N

CkaHep WITpUX-KogiB

e

MantoHok 1-6. AnapaTtHi komnoHeHTu GeneXpert GX-IV
(npeacTaBneHi pa3om 3 NnepeHOCHUM KOMN’'loTepoMm)

Ananizatop GeneXpert GX-IV HacTtinbHun komn’rotep MosniTtop

N
o | .
" el

CkaHep WITpUX-KOAiB

MantoHok 1-7. AnapaTtHi komnoHeHTn GeneXpert GX-IV
(npeacTaBneHi pa3om 3 HaCTiIbHUM KOMIT’KOTEPOM)
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AHanisatop GeneXpert GX-XVI MepeHocHUI KOoMN’'OTEpP

\
- |

CkaHep WITpuX-KogiB

MantoHok 1-8. AnapaTtHi komnoHeHTn GeneXpert GX-XVI
(npeacTaBneHi pa3om 3 NnepeHOCHUM KOMM’loTepoMm)

AHanizatop GeneXpert GX-XVI HacrinbHun komn’rotep MoHiTop

\

CkaHep wTpux-Kkoais

MantoHok 1-9. AnapaTtHi komnoHeHTU GeneXpert GX-XVI
(npencTaBneHi pa3om 3 HaCTiNMbLHUM KOMM’ KOTEPOM)

1-8 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
303-1548-UK, Pea.A 2023-07



BcTyn — BukopucTtaHHs a6o dyHKLisA

1.6 Kaptpupxi GeneXpert

. 3pa3ku TOTYIOTHCS Ta 0OPOOIISIOTHECS B KApTPHIKAX I OJHOPA30BOTO
BUKOPHCTaHHS, MPU3HaYeHUX U1 aHanmizy GeneXpert (nuB. Mamtonok 1-10).
3pa3ok Ta BiAMOBIIHI PEareHTH BCTABIISIOTHCS IO KAPTPHIIKY, IICIIS YOTO
KapTpUK 3aBAaHTAXYETHCS B OMUH 3 JOCTYITHUX MOIYIIIB aHaJi3aTopy.

. KapTpumki He moCTavaroThCS Pa3oM i3 CUCTEMOI0; X TOTPiOHO MPUAOATH OKPEMO.
{06 oTpumatu iHpopMalito IS 3aMOBJICHb, 3BepHiThes 10 Cepheid. Konraktay
iHdopmariro auB. y po3aini Texniuna migrpuMka y [lepenmona.

MantoHok 1-10. KapTtpuax GeneXpert

1.7 TporpamHe 3abe3neyeHHa GeneXpert Dx

[Iporpamue 3abe3neueHus GeneXpert DX Bxke iHCTaThOBaHE Ha KOMIT FOTEpi, IKUI
HAJAa€ThCS Ta SIKUHM B 3M031 BUKOHYBATH IIUTy HU3KY Pi3HUX mporpam. Llel po3min onucye
(yHKIIIT TporpaMHOTO 3a0e3MeUeHHS, SIKi MOTPiOHI TS MPOBEACHHS IaTHOCTHKY X VItro
(Mamtonok 1-11):

. Anmi”icTpaTuBHi 3aBnaHHA—CKOHDITypyHTEe CHCTEMY IS YIIOPSAKYBaHHS
BJIACTHBOCTEH, 0OpaHHUX OpraHizali€ro, BU3HaYalTe KOPUCTYBauiB CUCTEMHU Ta
BCTAHOBJIIOWTE JO3BOJIH (TIpaBa AOCTYILY), IMIIOPTYHTE Ta BUAASHTE BU3HAYCHHS
JUTSL IarHOCTUYHUX aHAIli3iB i Vifro, CTBOPIOIMTE 3BITH PO TUHAMIKY ISt
30BHINIHEOTO KOHTPOJIIO Ta KEPYHTE TaHUMH aHaJIi3y B 0a3i JaHHX.

. 3aBnannsa anaaisy—CTBOPIOWTE Ta 3amycKaiTe JiarHOCTUYHUM aHawi3 in vitro,
NPUNUHINATE aHAaJi3, CTEeXTE 3a IPOBEACHHAM aHai3y, IIepersiaainTe pe3yabTaTi
aHai3y, penaryire iHopmaito Ipo aHali3 Ta TeHepyHTe 3BITH PO aHai3.

. 3aBaaHHs TeXHIYHOr0 00CJIyroByBaHHA—BHKOHYWTE pi3HOMaHITHI 3aBIaHHS
TEXHIYHOT'O 00CITyTOBYBaHHS, SIKi BKIIFOYAIOTh BUKOPUCTAHHS PeropTrepiB MOIYIIO
Ta eJIEMEHTIB KePYBaHHS TUTYHXEPOM JUIsl OUMIIICHHS IUTYH)KEPiB MOIYIIO, PyYHOTO
CaMOTECTYBaHHS JIJIsl YCYHEHHS HETOJIQI0K, TIEPEBIPKU KaliOpyBaHHS, MiAPaXyHKY
YKCIIa aHAJI3iB, Ta TAKOXK BUKOPUCTAHHS KOMaH/I TS BIAKPUTTS IBEPLSAT MOYJIS
a6o onosnenHs EEPROM.
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DyHKIis MacKyBaHHS.—3 OISy Ha BUMOTH JI0 3BITY MPO pe3yibTaTH, AesKi
MIKpOOpPTaHi3MU MOXKYTh HE MaTy KJIIHIYHOT KOPUCTI ISl IEBHUX TPYTI MAI[IEHTIB
a0o0 B MEBHMX perioHax. 3BaXkarouu Ha I, KJIIEHTaM He0O0XiTHa MOXKJIUBICTh
HaJAIITYBaTH, SIKi PE3yJIBTaTH MOBIJOMIISFOTHCS VIS TPOTOHIB TECTiB, BAKOHAHUX Ha
ixHix cucremax GeneXpert. DyHkiis MackyBaHHs, peaiizoBaHa B Dx 6.5,
J03BOJIUTH KITI€EHTAM «MAacKyBaTH» (IIPHXOBYBATH) PE3yJIbTaTH TIEBHUX
MIKpPOOPTaHi3MiB 3 TECTIB, IO MiATPUMYIOTHCS, MO0 BIINOBIAATH IXHIM BUMOTaM
II0JI0 3BITY HPO pe3ynbratu. MacKyBaHHS pe3y/bTaTiB CyMiCHE 3 BUOpaHHUMHU
Tectamu Xpert i KOHTPOITFOBATUMETHCSI JTHIIE KOPHCTYBaYEeM 3 TIpaBaMH
aJMiHiCcTparopa.

KopucryBaui 3 mpaBaMu aMiHicTpaTopa MOKYTh HAJIAIITYBAaTH MACKyBaHHS
Pe3yNbTaTIB yCiX MiKpOOPraHi3MiB, OB’ A3aHUX 13 TECTOM, LIO MiATPUMYETHCS.
Bonu MOXyTh BKa3aTH, sIKi MiKpOoOpraHiaMu OyqyTh BKa3aHi B iHTepdeiici
KOpHCTYBadya pe3yJbTaTiB i 3BiTaX Mpo TecTyBaHHs. KopucTyBau 3 mpaBaMu
aaMiHicTpaTopa MoXe Y Oyab-IKHH Jyac 3MIHUTH apaMeTpy MacKyBaHHS, ajie 3MiHU
3aCTOCOBYBATUMYTHCS JIUIIIE O HOBHUX IPOTOHIB TECTIB Micis 30epekeHHs 3MiH, a
HE 70 MOTOYHHUX a00 3aBEPIICHNUX TECTIB.

3BepHITH yBary Ha HACTYIIHI IEPEAYMOBH JJIT MACKyBaHHS:

*  MackyBaHHs JOCTYIIHE JIMIIE IS IEBHUX aHAITi3iB i Mae OyTH TaKOX BKJIFOUCHO
JUTSL aHAi3Y.

*  MackyBaHHS 3aCTOCOBHE JIMIIIE JIJIS aHAMI31B 13 JeKiTPKOMa MiKpOOPTaHi3MaMH,
a He JUTSI TECTIB 3 OJJHUM MiKPOOPTaHi3MOM.

Omnsin pobovoro mporecy Ui MPOBEISHHS NiarHOCTUKY in Vitro HaBeneHo B Po3min 1.8,
Orsim po6oYoTo TPOTIECy.
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AHanis AamiHicTpaTuBHI cpyHKUIT TexHiyHe o6cnyroByBaHHS
1
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MantoHok 1-11. ®yHkuUii nporpamHoro 3a6e3nevyeHHA GeneXpert Dx

1.8 Ornsap poboyoro npouecy

PoGouwnit mporiec cucremun GeneXpert Dx oxormuttoe HacTyITHI 3aBIaHHS:

. Po3znmin 1.8.1, Pobounii mporec BCTAHOBICHHS Ta HAJIAITYBAHHS

. Po3nin 1.8.2, PoGouwnii mporiec anamizy

1.8.1 Po6ounn npouec BCTaHOBSIEHHA Ta HanawTyBaHHA

Tabmurs 1-1 mepepaxoBye 3aBIaHHS 3 BCTAHOBJICHHS Ta HAJAINTYBaHHS CHCTCMH
GeneXpert Dx. 3BepHIiTh yBary Ha Te, 1110, HE3BaXKarOUH Ha MOMJIUBICTh IMITOPTYBaHHS
(haiiiB 3 BU3HAUCHHSAMH JIarHOCTUIHHX aHAII3IB in Vitro, IporpamMHe 3a0e3neueHHs
cuctemu GeneXpert Dx He nepen0ayae MOXKIMBOCTI pelaryBaHHsI BU3HAYCHb.
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1.8.2

Tabnuusa 1-1. Po6o4yni npouec BCTaHOBIMIEHHS Ta HanawTyBaHHA cUCTeMU

Kpok 3aBaaHHA Po3gin
1. Bcranoeutu cuctemy GeneXpert Dx. Posgin 2.5
2. Bkntountn komn’totep. Po3agin 2.6
3. 3anyctuTn nporpamHe 3abesneyeHHs. Poagin 2.11
4. MpusHaunTn nitepu gns aHanizatopis. (Heo6oB’s13k0BO) Po3agin 2.12
5. BuaHaumTn KopucTyBadiB Ta 4O3BOMMW. Posnin 2.13
6. CkoHdirypysatu cuctemy. Poagin 2.14
7. [MNepeBipnTH HanexHe BCTAHOBIIEHHA Ta HanawTyBaHHS. Po3zgin 2.15
8. KepyBaTtu thavinamu 3 BUSHa4YEHHAMMW aHanisis. Po3agin 2.16

[Ticnst BCTaHOBIEHHS Ta 3aIllyCKy CUCTECMU MOKHAa BUKOHYBATHU HaCTyrIHi 3aBJaHH:

. TOJaBaTH HOBUX KOpUCTyBadiB (muB. Po3mim 2.13.3.1, JlomaBaHHS HOBHX
KOPHCTYBauiB).
. 1HCTATIOBaTH J0AaTKOBI aHami3zaropu GeneXpert (muB. Po3min 2.5.2, Jlns

BCTAHOBJICHHSI JIOJIATKOBHX aHAJII3aTOPIB).

Po6ouuit npouec aHanisy

Tabmuus 1-2 mepepaxoBye 3aBIaHHS U1 OOpPOOKH aHATITHYHOTO 3pa3ka 3

BukopuctanasMm Cucremu GeneXpert Dx. 3BepHITh yBary Ha Te, 110, HE3BKAIOUX Ha

MOXKITUBICTH IMIIOPTYBaHHS (aililiB 3 BU3HAYCHHSIMHU JIarHOCTUYHUX aHAIi3IB in vitro,
nporpamHe 3abe3nedeHHs GeneXpert Dx He mependavyae MOKIMBOCTI penaryBaHHS
Bu3Ha4eHb (auB. Posain 1.7, [Iporpamue 3a6e3neuenns GeneXpert Dx). [{ns cucrem,
3’€IHaHUX 3 XOCTOM, POOOYHH Mpoliec aHamizy HaBeneHo B Posmin 5.21, Pobota 3
MiIKITI0OYCHHSIM JI0 XOCTY.

Tabnuua 1-2. TunoBu pob6ounin Npouec aHanisy

Kpok 3aBpaHHA Poszgin
1. Banyctutn cuctemy GeneXpert Dx. Po3agin 5.2
2. [MepeBipnTM cnMcok JOCTYNHUX aHanisiB. IMnopTyBaTy hannu Po3gin 5.4 ta

BM3HaYeHHs aHaniay, sKWo Le HeobXxigHo. Poapnin 2.16
3. CtBOpPUTK aHania. Po3pgin 5.6
4. 3aBaHTaXuTn KapTpuaXK B MOAysb aHanisartopy. Poanin 5.8
5. MNoyatn aHanis. Po3pgin 5.9
6. KoHTpontoBaTu nporpec aHaniay. Po3gin 5.10
7. MepernanyTn pesynsraty. Po3gin 5.12
8. KepyBaTv gaHumMmu pesyneraris. Poapin 5.17
9. lMpoBecTn TexHiYHE 0OCYroByBaHHS CUCTEMM. maea 9.1
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Masntronok 1-12 € rpadiuHuM omrcoM poOOUOTro MPOIeCy aHai3y.

1. NMepeBiputn nepenik aHanisis (Po3gin 5.4)

2. CtBopuTKM Ta po3noyatu aHani3 (Po3ain 5.6 Ta Po3ain 5.9)

3. KoHTtpontoBaTtu nporpecyBaHHA aHanisy (Pos3gin 5.10)
4. MNepernsaHyTn pesynsratu (Po3ain 5.12)
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MantoHok 1-12. BikHo cuctemun GeneXpert Dx Ta TMnoBui po6o4uni npouec aHanisy

1.9 [lo noyaTKy ekcnnyartauil aHanizaTtopa

[IpounTaiiTe BCIO IHCTPYKIIIO Ta 03HAOMTECHh 3 iH(pOpMAIli€ro 3 Oe3TeKH, HaBEeEeHO B
I'maBa 8, HeGe3neku, 10 moyarky eKcIulyarallii aHaaizaTopa.

MonepeaXxeHHA " . . " " " "
BukopucTtaHHsA aHanizaTopy 6e3 03HaNOMIIEHHS 3 iHCTPYKLiEelo abo 6e3 BiANOBiIAHOI
niaroToBKM MOXe NPU3BECTU A0 CepMO3HMX TPaBM, NOLWKOMAXKEHb aHanisaTopy abo BTpaTu
AAaHUX.
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2 [poueaypwu 3 BCTaHOBIIEHHA Ta 0OCOONMBI
BUMOIM

L5 raBa onucye MOPsIIOK BCTAHOBJICHHSI Ta HAJAIITYBaHHS CUCTEMU. 32 BUHATKOM
BUITA/IKIB, KOJIU 1€ 3a3HAYCHO OKPEMO, MPOLEIYPU B ILOMY PO3IiIi CTOCYIOTHCS
aaMinicTparopa cuctemu GeneXpert Dx abo iHIIOTO BiAMIOBINANEHOTO MIEPCOHAIY.
Bin BKIIFOYa€ HACTYTIHI TEMHU:

Po3nin 2.1, BMmict makery cuctemu GeneXpert Dx

Po3nin 2.2, O60B’s13k0B1 MaTepianu Uik BAKOPUCTAHHS 13 CUCTEMOIO (ajie He
HAJAI0THCS)

Po3znin 2.3, Martepianu, siki peKOMEHYy€TbCS BUKOPUCTOBYBATH Pa3oM 13 CUCTEMOIO
Poznin 2.4, CucteMHi IPUMITKH

Po3nin 2.5, Becranoenenns cuctemu GeneXpert Dx

Poznin 2.6, YBIMKHEHHSI KOMII FOTepa

Po3nin 2.7, Hudpysannas qucky (Windows 10)

Po3znin 2.8, Kondirypartis MmoBu Ta knasiarypu aiust Windows

Po3nin 2.9, Koniryparist koMt 1oTepy

Po3nin 2.10, KepyBanus aproMmatnuyHuME oHOBIeHHAMHA Windows 10

Poznin 2.11, 3anmyck mporpaMHOTO 3a0e3MeueHHs BIiepIIe

Posmin 2.12, [lpu3HaueHHS JTiTep aHATI3aTOPy

Poznin 2.13, BusHaueHHS KOPUCTYBayiB Ta JI03BOJIB

Posmin 2.14, Koudirypartist cucremMu

Po3znin 2.15, [epeBipka Hale)XKHOTO BCTAHOBJICHHS Ta HaJAIITYBaHHS

Pozmin 2.16, KepyBaHHs BU3HAUCHHIMH aHATI3y Ta IEBHUMH TTapaMeTpaMHu MapTii
Poznin 2.17, [lepezaBaHTaXEHHS] CUCTEMHU

Posmin 2.18, Buganenns abo mepeBCTaHOBICHHS POTPaMHOTO 3a0e3TeUeHHS
GeneXpert Dx
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Mpouenypwu 3 BCTaHOBIEHHA Ta 0COGNUBI BUMOTU

2.1

2.2

2.3

BwmicTt nakety cuctemm GeneXpert Dx

[Taker cuctemu GeneXpert DX MiCTHTh HacTyIIHE:
Amnamnizarop GeneXpert

HacrinpHuil ui mepeHOCHUI KOMII I0TEp 3 MOTNepeHHO BCTAHOBICHUM HA HHOMY
nporpaMHuM 3abesneueHHsaM GeneXpert DX Ta iHIIMMU OTPIOHMMY TPOrPaMHUMHU
IPOAYKTaMHU

MepexeBuii KOMyTaToOp (B KOMITJICKTi, KOJIM CHCTEMa Ma€ J1Ba Ta OUTbIIEC aHATI3aTOPIB)
JIBOMipHHMII CKaHep ITPUX-KOIiB

Kabenp xupnenns, tun: IEC-320-13, 10 A/125 V (B) IliBniuna Ameprka abo
10 A/250 V (B) Mixxnapomauii ans:

*  GeneXpert GX-I R1
*  GeneXpert GX-IV R1/R2, Ta
*  GeneXpert GX-XVI R1/R2

Anantep nocTiifHOrO cTpyMy Ai1st kKabemis xusneHHs (11 GeneXpert GX-1 R2 ta
GeneXpert GX-II R2)

[lepexpecHuii kabenp CAT-5 Ethernet
3oBHimHI# npusig DVD
Tocionux onepamopa cucmemu GeneXpert Dx DVD

[TocBigueHHs BiAMOBIAHOCTI HOpMaM

O6oB’A3KOBI MaTepianu AnNa BUKOPUCTAHHA i3
cUcTeMoro (ane He HaJarKTbLCA)

s BukopuctanHs 3 cucreMoro GeneXpert DX moTpiOHI HacTynHI Marepianu, sKi He
BXOJISITH JIO TTAKETY:

Kaprpumki qyis meBanx aHami3iB GeneXpert

Bumoru 115 meBHUX aHai31iB (3BEPHITHCS 10 iHGOpMAILliil, HaIaHOT 3 TAKETOM
aHai3y, ad0 CBOIX MICIICBUX Ta HAIlIOHATBHIX HOPMATHBHUX IHCTPYKITiH)

1106 3amoBuTH KapTpumki GeneXpert, 3BepHiThcs B kommaHito Cepheid. KonTakTHy
iHpopMartiro auB. y po3nim TexHiuHa minTpumka y I[lepeamona.

MaTtepianu, siki pekoMeHAYETLCA BUKOPUCTOBYBaTHU
pa3om i3 cuctemoro

Jxepeno 6e3nepebiiinoro xwusnenHs (UPS)

ITpunTep

1106 3amoBuTH ipuHTEp a60 UPS, 3BepHITHCsA B kommaHito Cepheid. IuB. po3min
«TexHiYHa MATPUMKa» B MEPEAMOBI AJIsl OTPUMaHHS KOHTAKTHOI iH(popMaIii.

lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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I'Ipou,e.qypu 3 BCTAHOBJIEHHA Ta 0COGNUBI BUMOTHU

2.4 CucTteMHi NPUMITKH

241 KomnoHeHTU cuctemm

Cepheid mpotecTyBaia Ta MiATBEPIUIIA AKICTh HAITUX CUCTEMHUX KOMIIOHEHTIB CUCTEMU
GeneXpert Dx ist 3a0e31€94eHHS ONTUMAITBHOT TPOAYKTHBHOCTI.

He 3miHIOMTe NapamMeTpu HanawTyBaHHA KOMN'l0Tepa, nonepeaHbLO BCTaHOBMEHOro
nporpamHoro 3abeane4yeHHsi a6o iHWKNX KOMMOHEHTIB CUCTEMU, SIKLLO Lie He peKOMeHAO0BaHO
v Cepheid. He BcTaHOBNIOMTE HEaBTOpPU30OBaHe NporpamMHe 3abe3neveHHsi. He 3amiHonTe
Bara YacTUHM cucTeMM caMocTinHo 6e3 gonomoru Big Cepheid.

Byab-AKi 3mMiHM y napameTpax HanawTyBaHHA KOoMn’loTepa, nonepeaHbLO BCTaHOBEHOroO
nporpamHoro 3a6e3sne4yeHHsi abo iHWKNX KOMMNOHEHTIB cucTeMun, 6e3 kepiBHULTBA 3 6OKY
Cepheid MmoxyTb npusBecTy 40 BTpaTu AaHUX, BNJIMHYTWA Ha NPOAYKTUBHICTb CUCTEMM,
MOLUKOAUTYW aHanisaTop Ta BigMiHUTK Ailo BalLOl rapaHTii.

He BcTaHoBntonTe HoBy Bepcito Microsoft SQL Server Express, iHaklwe nporpamHe 3abe3neyveHHs
nepecrtaHe 3anyckatucs. Hanpuknag, He cnig BctaHosnoBatn SQL Server Express 2017 3amicTb
SQL Server Express 2012. MpoTe MoxxHa BCTAaHOBMOBATK NakeTn oHOBMNeHHs (SP1, SP2, SP3
TOLLO) ANs nonepeaHbo BcTaHoBneHoi Bepcii SQL Server Express.

Baxnuso

2.4.2 MepexeBun 3B’A30K

Cucrema GeneXpert Dx komn'torep Mmoke MicTuTH ofHy a0o aBi kaptH Ethernet. Kaprka,
sIKy cKoH(pirypoBaHo st aHaiizatopa GeneXpert, Ma€ MapKyBaHHS Ha 3aJIHIA TTaHE
KOMI'IOTepa Ui HACTUTLHUX KoHQirypauiid. ko nocrtynHa ogna kapra Ethernet, Bona
TIpU3HAYCHA IS MiAKIIOUeHHS aHaiizaropa GeneXpert. st miaKFO9eHHS 0 JTOKATBHOL
Mepexi BUKOPUCTOBYITe 30BHiMHINA anantep Ethernet/USB. Jlns migknroueHHS
KOMIT'IOTEepa JI0 aHaJli3aTopy BUKOPHUCTOBYHTE JuIe Kadenb Ethernet, sikuit qogaeTbes.
JleTapHi BKa3iBKU 3 BCTAHOBICHHS 3HAXOMAThCs B Po3min 2.5.1, [l BCTaHOBIICHHS
cuctemu GeneXpert Dx.

YBara — - ;
He 3miHIOMTe HanawTyBaHHA iHTepHeT npotokony (IP) ansa Ethernet 3’egHaHHsA 3 cuctemoro

GeneXpert Dx. 3miHa napameTpiB IP Moxe npu3BecTn OO HEeBAANOro 3’€AHaHHA 3
aHanisatTopom.

2.4.3 Hocin i3 nporpaMmHuUM 3a6e3ne4YeHHAM

Microsoft Windows 7 Oys0 BCTaHOBJIEHO Ta aKTHBOBaHO Ha KOMIT IOTE€Pl CHCTEMH
GeneXpert Dx. Hoci#t mis BimHOBICHHS mTporpamu Microsoft 1 HOCi# i3 mporpaMHIM
3abe3neueHHsAM GeneXpert BKIIOUSHI B KOMIUIEKT IOCTaYaHHs KOMIT I0Tepa.
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Mpouenypwu 3 BCTaHOBIEHHA Ta 0COGNUBI BUMOTU

Baxnueo

2.5

YBara

3acTepexeHHs

el
Baxnuso

2.5.1

YBara

36epiranTe Hocii B HagiiHOMy Micui B opuriHanbHin ynakoBui. Skwo Bam 6yae noTpi6Ho
nepeBCTaHOBUTU NporpamHe 3abe3nevyeHHs, BaM OyayTb NOTPiGHi opuriHanbHi Hocii. Kpim
TOro, Ans NOBTOPHOI aKTUBaLii NporpaMHoOro 3abe3ane4yeHHs1 TaKOX MoXe 3Hag0OMTUCA KITHoY
npoAaykTy (MictutbcAa B CepTtudcpikati aBTEHTMYHOCTI Ha NaKyHKy 3 HOCcieEM Aans
BCTaHOBIEHHS).

BctaHoBneHHs cuctemun GeneXpert Dx

6-konipHa Cuctema GeneXpert Dx i mogyni noTpebyoTb NnporpamHoro 3abesne4yeHHs
Bepcii 2.1 (a6o Buwe), Ta 10-konipHa Cucrema GeneXpert Dx i Mogyni noTpebytoTb Bepcii
nporpaMmHoro 3abesnevyeHHs Bepcii 6.2 Ta Buwe. Ansa cuctem GeneXpert Dx i3 kKombiHauiero
6-konbopoBux i 10-KONLOPOBUX MOAYIIB B OAHOMY aHasnidaTopi noTpibHe nporpamMHe
3abe3neyveHHsA Bepcii 6.5 Ta Bulle. Cuctemn R2 GX-l He nepeBipeHi 3 nporpamMmHum
3abe3ne4veHHAM Bepcii 6.5.

LLlo6 yHukHyTH anapaTHUX 360iB, nporpamHe 3abe3neyeHHsA GeneXpert Dx 2.1 (a6o BuLe)
mae 6yTu BctaHoBrneHuMm NMEPE[ TuMm, sik nigkniounT Ta BBIMKHYTU 6-KONipHUM aHanisaTop
abo moayni OHOBNEHHS, a TAaKOXX BCTaHOBUTU NporpamMHe 3abe3nevyeHHs GeneXpert Dx 6.2

(i Buwwe) NMEPEN nigkniovYeHHAM Ta BKNOYEHHAM 10-konipHUX aHanizaTopis abo OHOBNEHHSA
moayniB. MporpamHe 3a6e3neyeHHs GeneXpert Dx 6.5 (i BMWE) Mae 6yTn BCTaHOBNEHUM
MNEPEQ niaknio4YeHHAM i BBIMKHEHHSIM XXUBMNEHHSA aHanisaTopy 3 KoMGiHaulie 6-koNbLOPoOBMX
Ta 10-konbopoBux moaynie. Cucremu R2 GX-l HE nepeBipeHi 3 nporpamMHum 3a6e3ne4vyeHHsIM
Bepcii 6.5.

OunBiTbca Tabnuuto Barn B Po3ain 4.2, 3aranbHi TeXHiYHI XapakTepucTUKu ans Baru
aHanisatopa GeneXpert. ByabTe o6epexxHMMU Npu po3nakyBaHHi aHanisatopa. He
HamaramTecs nigHATWM aHanisaTop 6e3 HaneXxHoOro HaB4YaHHA 3 6e3nekn Ta 4ONOMOrM.
MigiiMaHHA Ta NnepecyBaHHsA aHanisaTopa 6e3 HaneXXHoro HaB4aHHA 3 6e3nekn Ta 4ONOMOrU
MoOXe NPU3BecTX A0 TPAaBMMU, NOLLUKOAUTM aHani3aTop i aHynoBaTy Bally rapaHTito.

Mepw Hix iHCTanOBaTU aHanizaTop, npountanTte MaBa 4, XapakTepucTUKN NPOAYKTUBHOCTI
Ta TexHiYHi xapaktepucTuku Ta Maea 7, 3axogu Ge3nekn Ta o6MeXeHHsA nig Yac poboTy,
Wo6 03HAMOMMUTUCH i3 TEXHIYHUMU BUMOramMu Ta BlIaCTUBOCTAMMU CUCTEMMU.

Ona BctaHoBneHHA cuctemu GeneXpert Dx

VY HacTymHHUX po3Zifiax OMHCY€eThcs BcTaHOBIEeHHs cuctemu GeneXpert Dx.

1. PosmakyiiTe cucTemMy Ta mepeKoHANUTECs, IO MAKET MICTUTH BCi KOMITOHEHTH,
nepeniveHi B Po3min 2.1.

2. IlocraBre aHamizaTop Ha TBEpAY, MIITHY, piBHY MOBepXHIO. [lepekoHaiiTecs, mo
MICIIS JIJIS T IKITIOUEHHS KaOessl Ta epeMUKaua JKUBJICHHS (33a]1y) JISTKO JIOCTYIIHI.

3anuwiTte npocTip NpMHanMHi 5 cm (cm) (2 arorimMa) 3 KOXKHOI CTOPOHM aHanisaTtopy. He
GnokynTe BUTAXXKY BEHTUNATOPA Ha HWXKHIN YacTUHI 3aaHbOI NaHeni abo NoBiTpsHUNA
BXiA Ha BepXHin 3aAHin naHeni. BiagcyTHicTb HanexHoi BeHTUNsALUIT MOXe Nnpu3BecTu Ao
HecnpaBHOCTI aHani3aTopy.

2-4
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I'Ipou,e.qypu 3 BCTAHOBJIEHHA Ta 0COGNUBI BUMOTHU

3. IMipkmouiTs oquH KiHenb kabemo Ethernet 10 MepexHOTo MOPTy Ha 3aJIHil CTOPOHI
KOMIT oTepa (3asexxHo Big momem GeneXpert qus. Mamrorok 2-1, ManroHOk 2-2,
MauttoHok 2-3 a60 MatoHOK 2-4 [T CUCTEM HACTUTBHUX KOMIT FOTEPiB) 1
MamroHok 2-5, MaitoHok 2-6, Manronok 2-7 ado MaiaioHOK 2-8 11l CHCTEM
MEPEHOCHUX KOMII'I0TepiB). MapKyBaHHS BKa3ye Ha Te, [0 MOPT MPU3HAYCHUM JJIs
BUKOPHUCTaHHS 3 aHaii3aropom GeneXpert.

Onsa nigknioyYyeHHA KoMmn’oTepa Ao aHanizatopy GeneXpert BUKOpMCTOBYWTE nuLle kKabenb
Ethernet, askui poaaeTbes. AKWo kabenb BiACyTHIN abo sAKLWO NOTPiGeH AoAaTKoOBUM Kabenb,

Baxnueo 3BepHiTbCA A0 TexHiyHoi nigTpumkun Cepheid. KoHTakTHY iHopmauito auB. y po3gini
TexHiyHa nigTpumka y NepegmoBa. Homep 4YacTuHu moxHa 3HanTu B Po3gin 9.17, 3amiHa
YyacTUH aHanisaTopa.

YBara

He 3miHloMTe HanawTyBaHHA iHTepHeT npotokony (IP) ansa Ethernet 3’egHaHHsa 3 GeneXpert.
3miHa napamertpiB IP moxe npu3BecTu [oO HeBAANOro NiAKMIOYEHHA [0 aHanisaTopy.

Komm’'toTep, Wo noctayaeTbes pa3om i3 aHanizatopom GeneXpert, Bxxe Mae OyTu BCTAHOBNEHUM Ha
MpumiTka npasuneHy IP-agpecy 0o noro BigBaHTaxeHHs1 3 habpuku, ane KO KOMM'IOTep He NigTPUMye
3B’A130K 3 aHani3aTopom, BUKOHaNTe KPokM, nokasaHi B Po3gin 2.9.3, IP-agpeca.

4. Tligxnrowits 1HIIMHA KiHelb kKabero Ethernet 1o mepeskeBoro mopTy Ha HHXKHIH
3aJHil maHeni aHamizaropa (IuB. MamoHok 2-1, MamoHok 2-2, MaioHok 2-3,
a060 MaroHOK 2-4 11 CUCTEM HACTUTBHUX KOMIT I0TEpiB 1 MasrfoHOK 2-5,
MautoHok 2-6, MamntoHok 2-7 abo MaitoHOK 2-8 111 CHCTEM MEPEHOCHUX
KOMII FOTEpHIB).

5. Ilpuennaiite HagaHuii kKaOenb KUBJIEHHS (200 aganTepu It MOCTIHHOTO CTPYMY
TUTSI KaOeTTiB KUBJICHHS ) IO iIHCTPYMEHTA 1 KOMIT FOTepa, MiCIII 90To IIPUETHANTE
Horo 110 JpKeperna sKUBICHHsI 3MIHHOTO CTpyMy abo 1o Jkepesna OesnepediiiHoro
xusieHas (UPS).

YBara

MNepekoHanTeck, wo UPS nigknioyeHO HaneXXHUM YMHOM [0 3a3eMINEHOro faHuora.
BukopucTaHHA He3a3eMNeHOro naHLra Moxe CNpPUYUHUTY NOLLKOAXKEHHSA aHani3aTopy.

6. Buxownaiire nii, HaBeaeHi B Po3nin 2.6, YBIMKHEHHsI KOMII F0TEpa, 200, SIKIIO BU
HaJaITOBY€ETE KUTbKA aHAJIi3aTopiB, BUKOHAMTE nii, HaBeAeHi B Po3min 2.5.2, Jlns
BCTAHOBJICHHS JIOJIATKOBHUX aHAJII3aTOPIB.
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Mpouenypwu 3 BCTaHOBIEHHA Ta 0COGNUBI BUMOTU

Ananizatop GX-l (Burnapg 3sapy)

MpuenHaTtn no HagaHoro kab6ento
Ethernet

Bumukau xxnBneHHs

Apantepu Ana nocTtinHoro
CTpyMy Ansi KabeniB XUBMNEHHsA

MigknoviTbes
[0 XWUBINEeHHS

Miaknovitbcs
[0 XUBMNEeHHSA

MantoHok 2-1. MigknoyeHHsa aHanisatopy GX-l 4o HacTinbHOro Komn’toTepa

AHanizatop GX-ll (Burnsag 33aay) = 5

MNpuegHaTh oo HagaHoro Kab6enio

Ethernet
BuMuKay XXuBneHHs

Komn’itotep (BUrnsg 33agy)

=101\
B ApanTtepu ansa

NOCTilNHOro CTpyMy
ansa kabenis
XKUBMEHHA

Migknovitben
[0 XUBJNEHHA

MigknoviTben
[0 XUBJEHHSA

MantoHok 2-2. NiaknioyeHHA aHanisaTopy GX-ll Ao HacTinbHOro Komn’toTepa
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I'Ipou,e.qypu 3 BCTAHOBJIEHHA Ta 0COGNUBI BUMOTHU

AHanizaTtop GX-IV (Burnsag 3saay) TN

Komn’totep (Burnsg 33agy) @

I

s

Bumukau
XKUBIEHHS

MigknoviTbcs
[0 XUBJNEHHA

MpuenHaTtn oo HapgaHoro ka6ento Ethernet

MigknoviTbcs
[0 XWUBJNEHHSA

MantoHok 2-3. MNMigkniovyeHHa aHanizaTopy GX-IV oo HactinbHoro komn’rorepa

AHanizatop GX-XVI (Burnsg 33aay)

BumMmukau
Komn’ioTep (BUrNAA 33aAY)  wueneHus

MigknoviTbes
— 0 XXUBNEHHSA

— MigknioydiTbenA
[0 XUBJIEHHSA

MpueaHaTu go HapgaHoro ka6ento Ethernet

MantoHok 2-4. MNMigkntovyeHHA aHanizatopy GX-XVI go HacTinbHoro komn’rotepa

lMocibHuk onepamopa cucmemu GeneXpert Dx
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Mpouenypwu 3 BCTaHOBIEHHA Ta 0COGNUBI BUMOTU

AHanizaTtop GX-I
(Burnspg 33apy)

MpueaHaT go HapaHoro ka6ento Ethernet BuMMKay

XUBJEeHHA

ApanTtepu gns nocTiMHOro
CTpyMy Ans Kabenis
XXUBJEHHA

Komn’roTep
(Burnsapg 33apny)

MigknoYviTbCA A0 XUBMEHHA

MiaknoYviTLCA A0 XUBMEHHA
MantoHok 2-5. MigknioveHHsa aHanizaTopy GX-l 40 nepeHOCHOro Komn’roTepa

Ananizatop GX-ll (Burnaa 33any)

MNpueaHaTtn po HapaHoro
kabento Ethernet Bumukay

XUBJI€HHA

ApanTtepu gnsa

Komn’rotep .
nocTinHoro
(Burnapg 33apy)
cTpyMy Ans
Kabenis
XXUBNEHHS
MigknoviTbea A0 XUBRNEHHA MigknoviTbca A0 XUBRNEHHA

MantoHok 2-6. MigkntoyeHHs aHanisatopy GX-ll Ao nepeHocHoro komn’roTepa
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I'Ipou,e.qypu 3 BCTAHOBJIEHHA Ta 0COGNUBI BUMOTHU

AHanizatop GX-IV (Burnsg 33aay)

BumMmukau
XXUBNEHHSA

Komn’rotep

(Burnsag 33any)
MpuepgHaTn o HagaHoro

kabento Ethernet

Migkno4viTbCcA A0 XUBMEHHA

MigkntoviTbes
[0 XUBNEHHSA

MantoHok 2-7. MigknioveHHs aHanizaTopy GX-IV oo nepeHocHOro komn’rotepa

Ananisatop GX-XVI (Burnag 33any)

s

T T TR TNEETH

Bumukau

XUBJIE€HHA

Komn’rotep

(Burnspg 33apgy)
MNpueaHaTtn go HapaHoro
kabento Ethernet

L— MigknoviTbenA
[0 XUBJEHHA

Migkno4viTbCA A0 XUBMEHHA

MantoHok 2-8. MNMigknioyeHHs aHanizatopy GX-XVI oo nepeHocHoro komn’toTepa

2.5.2 [Ina BcTaHOBNEHHS1 AO0AATKOBMX aHani3aTtopis

YBara

3ab6eanevyeHHs GeneXpert Dx He 3anyLyeHo.

Mepen BCcTaHOBNEHHAM A0AaTKOBMX aHanisaTopis nepeKOHaﬁTecﬂ, o nporpamMmHe

lMocibHuk onepamopa cucmemu GeneXpert Dx
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Mpouenypwu 3 BCTaHOBIEHHA Ta 0COGNUBI BUMOTU

6-konipHa Cuctema GeneXpert Dx i mogyni noTpebyoTb NporpamMmHoro 3abesne4YyeHHs

Bepcii 2.1 (a6o Buwe), Ta 10-konipHa Cuctema GeneXpert Dx i mogyni noTpebyroTb Bepcii
nporpamMmHoro 3abe3ne4yeHHs Bepcii 6.2 Ta Buwe. [ina cuctemmn GeneXpert Dx i3 kombiHauielo
6- Ta 10-kONLOPOBMX MOAYJIIB NOTPiOHe NporpamMHe 3ab6e3ne4vyeHHA Bepcii 6.5 a6o BuLle.

YBara

LLlo6 yHukHyTH anapaTHUX 360iB, nporpamHe 3abe3neyeHHs GeneXpert Dx 2.1 (a6o BuLe)

Mae 6yt BctaHoBneHum NMEPE[ Tum, Sk nigknoynMTu Ta BBIMKHYTH 6-KonipHMi aHanisaTop

abo moayni OHOBNEHHS, a TaKOXX BCTaHOBUTU NporpamMHe 3abe3nevyeHHst GeneXpert Dx 6.2

(i Buwwe) NMEPEL nigkniovYeHHAM Ta BKNOYEHHAM 10-konipHUX aHanizaTtopis abo OHOBNEHHSA

mopyniB. MporpamHe 3abe3nevyeHHss GeneXpert Dx 6.5 (i BuLLe) Mae GyT BCTaHOBNEHUM

MNEPEQN nigknto4YyeHHAM i BBIMKHEHHAM XWUBIEHHA aHanisaTopy 3 kKoMGiHauieo 6-konbLOpPoBUX

Ta 10-konbopoBUX MOAYNIB.
MpumiTka Komn’toTep He noTpibHO BUMUKATK ANS NiOKNOMEHHS 4OAATKOBUX aHanisaTopis.

Jlo ogHOTO KOMIT T0TEpa MOXKe OyTH MimKiItodeHo 10 22 MomyiiB GeneXpert

(10- abo 6-xonbopoBUX) y Oynb-sKiii komOiHamii iHCTpyMeHTiB GeneXpert GX-I,

GeneXpert GX-II a6o GeneXpert GX-1V a6o GeneXpert XVI. Ilig gac HamamTyBaHHS

KUTBKOX aHai3aTopiB MiAKIIOYiTE KOMII IOTEp 0 HAJAaHOTO MEPEXKEBOr0 KOMYTaropa,

ITiCTISL 90TO 0 HBOTO MiAKIIOUITE aHamizaropu. JuB. MairoHok 2-9 s cucrem

HACTUTLHUX KOMIT t0TepiB i ManroHok 2-10 1 cucTeM nmepeHOCHUX KOMI FOTEpiB.

1. Posmakyiite nomarkoBuii(-1) anamizatop(-u), Kabei KUBJICHHS, MEPEKEBHI
komyTarop Ta kabemi Ethernet:

2. Sxmo mporpamue 3a6e3nedeHHs GeneXpert Dx 3apa3 mpairoe, BUHIITE 3 HBOTO.

3. Bin’ennaiite kabenp Ethernet Bin 3aHBpOT TaHENI MONEPEAHBO BCTAHOBICHOTO
anamizatopy. He Bin’emnyiite kabens Ethernet Bix koM rotepy.

4. TIlpuennaiite BinpHMIA KiHeub kabemto Ethernet B Kpok 3 1o Oyap-sKoro 3 1ocTymHIX
TTOPTIB MepexeBoro komyratopa. Kabens Ethernet BUKOpHUCTOBY€ETHCS IS
I KTFOYSHHS KOMIT I0TEPY JI0 MEPEXKEBOr0 KOMYTaTopa.

5. Ckopucryiitecs aApyrum kabdenem Ethernet mis miakmrodeHHs J0OAaTKOBOTO
aHaJi3aTtopy A0 OyIb-SKOTO 3 JOCTYITHUX MOPTIB MEPEKEeBOT0 KoMyTaropa. OnauH
kiHers kademo Ethernet 3’ eqHyeTh3s1 3 MEpeKEeBUM MTOPTOM Ha 33 THIN TTaHEI
aHaJi3aTopy, TOMi K APYTHH KiHENb MiJKITFYa€ThCS A0 JOCTYITHOTO TIOPTY
MEpEeKEBOro KOMyTaTopa.

6. Tlosropitk 1i aii Kpok 5 1100 migKIF0uUTH JOAATKOBI aHATI3aTOPH 10 MEPEIKEBOTO
KOMyTaTopa.

7.  Ilpuennaiite HagaHuii KaObeIb JKUBJICHHS JI0 JIOJATKOBOTO IHCTPYMEHTA, IiCJIsl YOTO
npuennaiite #oro 1o UPS. I1oBTOPITE 1Iel KPOK AJI KOKHOTO JTOTaTKOBOTO
aHaJizaropy.

. Jokun komm'toTep He Byae HanalTOBaHO, aHani3aTopy MarTh ByTh BukodeHmm - B pesxkumi BUKIT
MpumiTka

(BbIKI.).
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8.  Ilpuennaiite ckaHep WTPUX-KOAIB Oe3mocepennro a0 nocrymHoro USB mopty
koM 'totepa. He migkmouaiite ckanep 1o koHIeHTparopy USB mopris.

9. Bukonaiite kpokH, HaBeeHi B Po3in 2.6, YBIMKHEHHS KOMII FOTEpa.

AHanisatop AHaniszatop
(Moxe 6yTn 6-KonbLopoBUM, (Moxe 6yTn 6-kONLOPOBUM,
10-konbopoBUM abo ix 10-konbopoBuM abo ix
KOMOGiHaLif) KOMGiHaLiif)

Bumu-
Kay
XuBne-
HHSA

Bumu-
Kau
Xusne-
HHS

Komn’rotep (Burnsg 33any)

=

MiaknoviTben MigknoviTben MigkniovitTben
[0 XUBJEHHA [0 XKUBMEHHS [0 XUBJMEHHSA

MepexeBuin KomyTaTop

(Burnsapg,
33any) w

MpuegHaTn 3a gonomoru HagaHux kabenis Ethernet

MantoHok 2-9. MigknioyveHHs AeKinbKox aHanisatopie GX-IV ao HacTinbHOro komn’rorepa

AHanizaTtop GX-XVI
(Moxe 6yTn 6-konbLopoBum, 10-konLopoBuM abo
iX koMbiHauif)

AHanizaTtop GX-l,
GX-ll, a6o GX-IV
(Moxe 6yTu 6-kONbLOPOBUM
a6o 10-konbLopoBUM)

Komn’roTep
(Burnsg 33apy)

Bumukay
XXUBIEHHSA

MigknoviTbes MigkntoviTbcs
[0 XUBJEHHA [0 XXUBJNEHHA

MigknoviTbes
[0 XUBMNEHHSs

MepexeBuit KOMyTaTop
(Burnsag 33apy)

MpueaHaTu 3a 4ONOMOrow
‘P HagaHux kabeniB Ethernet

MantoHok 2-10. lMigknoYyeHHsA AeKinbKoX aHanizaTopiB [0 NOPTaTUBHOIO KOMN’'OTepy
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MpumiTka

MiakniovyeHHsa po Cepheid C360

Cepheid C360 - nie BeO-noaaTok as aaMminictpysanns cucteM Cepheid i1 Bi3yamizariii
JAaHUX MEAWYHUX TECTiB, OTpUMaHUX 3a gonomororo npuianiB Cepheid. Lli pimmenss
JI0NIOMAararoTh MaKCHMIi3yBaTH KOPUCHICTH i 3acTocyBaHHs nponykTiB Cepheid nuisxom
IHTeTparlii AeKiIbKOX IHCTPYMEHTIB YIpaBIiHHS iH(OpMAIIi€r0.

Jns migkmouenns 1o Mepexi Cepheid C360 BUKOPUCTOBYHTE HACTYIHY MPOLEAYPY.

1.
2.

Posnakyiite nomarkosuii kabens Ethernet i amanrep USB no Ethernet.
SAxmio nporpamue 3abe3neueHds GeneXpert Dx 3apas mpaiitoe, BURAITH 3 HBOTO.

[epexonaiitecs, mo ocHoBHe migkmoueHHs Ethernet Bix kommn’toTepa 1o npunany
(muB. MaimoHok 2-11) abo MepekeBuit KOMyTaTop (IUIsl AEKIJIbKOX 1HCTPYMEHTIB,
SIK ToKa3aHo Ha MamtoHok 2-12, Bukopuctosye [P-agpecy 10.11.14.1.

[Minkrouitk po3'em USB aganrtepa Ethernet no Oynb-sikoro moctynHoro USB mopry
Ha KOMIT'IOTepi.

3a gonomororo apyroro kadenro Ethernet migxmodits aganrtep go Bamoi mepexi.
3a 3aMmoBuyBaHHAM [P-anpeca nmpusHadaeTses 3a qonomororo DHCP.

Axwo Bu xoueTe BUKopuctoByBaTu ctatudHy IP-agpecy, 3BepHiTbes o Baworo IT-sigainy ans
NigTPMMKM NPUCBOEHHS aapec iHTepdency LIS.

6.

VBitiniTe Ha BeO-caiiT Cepheid C360, mob HanamtyBatu cuctemy. s oTpUMaHHS
JI0AaTKOBO1 iH(opMarii auB. HaOip mokymeHTarii C360, skuil CKIaTaeThes 3:

e 301-3787: Cepheid C360 Incmpykyis 3 suxopucmanus Qyukyit eizyanizayii
danux (Cepheid C360 Data-Visualization Features Operator Manual)

o 301-8332: Cepheid C360 Incmpykyis 3 BuUKOpuCmanusa AOMIiHICMPAMuUeHUX
@ynuryiii (Cepheid C360 Administrative Features Operator Manual)

e 302-7506: C360 Sync Incmpyxyis 3i sgcmano@ientHs ma pobomu 8 mepexci
(C360 Sync Installation and Networking Operator Manual)

2-12
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Komn’otep (Burnsg 3saay)

MigkniodiTbes
A0 XKUBMNEHHA

AnanisaTtop

PC Ethernet (ocHoBHuiA): 10.11.14.1

L MigkntouiTben
A0 XUBMEHHS

MantoHok 2-11. NMiaknroyeHHsa aHanizaTtopy GX-IV ao C360

[ |
g_l
g
< —=0
Cepheidecas0 | BiAAaneHa
NMiatpumka [
|
|
|
|
|
|
USB pgo Ethernet
I (sTOPUMHHMIA):
Bipnanena
i niaTpumka
|
| S
|
|
2
-3
°2
[ |
| |
zn
g
X i
< —=N
Cepheid®cas0 | BiAAanexa
NMiatpumka [
|
|
[ |
|

N

[ | USB pgo Ethernet
| (BTOPUHHUN):

BignaneHna
l nigTpUmKa

Komn’iotep (Burnag 3saay)

AHanizatop

Migkniovitben
[0 XXUBMNEHHA

MepexeBuit KOMyTaTop
(Burnsap 33apy)

= |

Nigkniovitbes
0,0 XXUBIEHHSA

Bumukay
KUBEHHS

AHnanizatop

NMigkniovitbesn
[0 XUBNEHHA

] -I- .
Mepexa

PC Ethernet
(ocHOBHMN):
10.11.14.1

MantoHok 2-12. lMigkno4yeHHA pekinbkox aHanisatopie GX-IV go C360

Bumukau
XUBNEHHA

Bumukau
XUBMEHHA
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2.6 YBIMKHeHHsi KOMN’lOTepa

[Ticns 3aBeprieHHs BcTaHOBICHHS crcteMu GeneXpert DX Ha KoMIT foTepi KOPUCTYHTECS
HACTYITHOIO TIPOIIEYPOIO JIJIsl BKIIFOUCHHST KOMIT FOTEPY Ta BXOIY A0 OOJIKOBOTO 3aIucy
Ha KOMIIT TOTepi.

1. YBimkHITE cuctemy GeneXpert Dx, 10TpuMyIOUnCh IHCTPYKLili BUPOOHHKA
KOMII foTepa.

2. 3aqua171Te, IIOKH CUCTEMA 3aBAHTAXKHUTHCA.

* 'V Windows 7 3’sBiseTbes ekpan Oo6mikoBuit 3armmuc Windows (Windows
Account). /Ius. Mamtonok 2-13.

* VYV Windows 10 3’sBnsieTscs ekpad biokysanus Windows (Windows Lock).
JuB. MamtoHok 2-14. KnauniTe y Oyap-koMy Miclli eKpaHa, o0 BizoOpa3utu
expan O6mikoswuit 3arrc Windows (Windows 7 Account) i [Tapons (Password).
Jus. MamoHok 2-16.

3. Ha expani O6mnikoBwuii 3anruc Windows (Windows Account) BUOepiTh 00TikOBHi
3anuc kopucryBada Cepheid (auB. Mamonok 2-13 i MamtoHok 2-16).

* VYV Windows 7 3’sBiseTbes ekpaH [lapoas Windows (Windows Password).
Jus. Mamonok 2-15.

* VYV Windows 10 3’sBIs€THCS TOJIE 711 BBEACHHS TapoJIsi 00JIIKOBOTO 3aIHACy
kopuctyBada Cepheid. /lus. Mamtonok 2-16.

Ha xomm’rorepi cucremu GeneXpert DX HanamToBaHi Ba 00iKOBI 3aMCH
Windows. O6uikoBuii 3anc Cepheid-Admin (Cepheid-Admin) icaye st
aIMIHICTPTaTUBHHX 3aB/IaHb, TAKUX K OHOBJICHHS [TPOTPAMHOTO 3a0e3MeueHHs,
KoH(ITypaIlii cucTeMu Ta 3BHYaiiHoro (hyHKIiF0BaHHs, obmikoBuii 3amuc Cepheid-
Techsupport (Cepheid-Techsupport) icuye e 171st KOPUCTYBaHHS TEXHIYHOIO
migrpumkoro Cepheid. [lus. Manronok 2-13 i Mamonok 2-16.

Bar: — : :
Ysara Bu maeTe yBiATM [O cUCTEMU, KOPUCTYHOUUCH NonepeAHbLO CKOH(iIrypoBaHUM o6niKoBUM

3anucom. fAkwo Bu BBigeTe B cucTteMy, BUKOPMCTOBYHOUM iHLLE iM’AA KOPUCTYBaya Ta
npodinb, HanawTyBaHHA KepyBaHHS XXUBMEeHHA OyayTb HenpaBUNbHUMU.

214
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Cepheid-Admin

. Windows / Professional

MantoHok 2-13. Ekpan O6nikoBun 3annc Windows 7 (Windows 7 Account)

11:44

Monday, January 27

MantoHok 2-14. ExkpaH BnokyBaHHAa Windows 10 (Windows 10 Lock)

[Mapons 11 HIEPBUHHOTO BXOAY 10 CUCTEMH HaBeleHO Hwk4ue. [1in yac meporo
BXOJIy BaM Oyze OTpiOHO 3MiHWUTH Napoib. He MiHsiiTe iM 51 KopucTyBada abo
napaMeTpH HajamTyBaHH y mpodimi. I1ix 9ac BBomy 10 cucTeMu KOPUCTYHTECH
JIUIIE HACTYITHUM:

*  IM’s o6nikoBoro 3anucy: Cepheid-Admin
*  Tlapons: cphd

4. Ha expani Ilapons Windows (Windows Password) (quB. Manronok 2-15 1 2-16)
BBEIIiTh Mapoiib. [Taposs 3a 3aMoBuyBanHsaM cphd, Ta fioro Tpeda 3MiHHTH ITij1 4ac
MEPBUHHOTO BXOIY /10 CUCTEMHU (SIK 3a3HAYCHO B IPOTPaMHOMY 3a0€3MeUeHH]).

lMocibHuk onepamopa cucmemu GeneXpert Dx 215
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[Ticnst Toro, SIK CHCTEMHUH aJIMIHICTpaTOp 3MiHUB ITAPOJIb, BBEIITh PU3HAYCHUHT
napoib Uil MaOyTHIX BXOIIB Y CHUCTEMY.

,. ftch User |

w. Windows 7 Professional

MantoHok 2-15. EkpaH MNaponb Windows 7 (Windows 7 Password)

Cepheid-Admin
B

Cepheid-Admin

Cepheid-Techsupport

MantoHok 2-16. EkpaH O6nikoBu# 3anuc Windows 10 (Windows 10 Account)
i Maponb (Password)
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Mig yac nepeuHHOro BXOAY A0 cucTemu GeneXpert 3a o6nikosum sanucom Cepheid-Admin
(Cepheid-Admin), nicns sseneHHs naponio cphd HeraitHo 6yne nokasaHo sanuT Ha aMiHy Napons.

. [ns amiHn napons AOTpUMYITECh BKasiBOK Ha ekpaHi. Beeaitk ctapwit napons (Cphd) ans
Mpumitka 06rnikoBOro 3anucy, Micns Yoro BBE/iTh HOBUIA Naponb ABa pasu. He 3abyakTe 3anvcaTu Ta 36epertu
iHbopMmaLlito Npo HoBWIA Naporb y 6e3ne4YHoMy MicL.

lMicns nepLuoro Bxogy B cuctemy binbLue He Byae 3'ABNATUCHA NPONO3NLIA 3MIHUTW Naporb.

YBara

- He 3miHronTe npodinb kopuctyBaya Cepheid. 3miHa npocinto moxe npusBecTu Ao BTpaTu
AaHuUX nig Yyac aHanisy.

T

5. IIporpamue 3abe3neuenus GeneXpert DX 3amycKkaeTbcst aBTOMATHIHO TTiJT 9ac
3amycky cuctemi. [liktorpama GeneXpert Dx Ha pobodomy croii Windows
TIO3BOJISE 3aITyCTUTH MpoTpamMHe 3a0e3eueHns BpyuHy. JluB. Mamtonok 2-17.

MantoHok 2-17. 3Ha4yok Apnuka cuctemu GeneXpert Dx

6. BuxozpTe 3 mporpamuoro 3abesneuenns GeneXpert Dx, HatucHyBIIM Ha Buxig
(Bbixoa) B menro KopuctyBau (Monb3oBatenb).

lMocibHuk onepamopa cucmemu GeneXpert Dx
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2.6.1

2.6.1.1

Mpumitka

BaxnuBso

YBara

AHTUBIpYyCHe nporpamHe 3a6e3neyeHHsA

. Jus Windows 7 nuB. Po3nin 2.6.1.1, AHTUBIpYCHE TIpOrpaMHe 3a0e3eueHHS ISt
Windows 7.

. Hnst Windows 10 muB. Po3min 2.6.1.2, AHTHBIpyCHE IporpamMHe 3a0e31eueHHs 1S
Windows 10.

AHTUBIipyCcHe nporpamHe 3a6e3ne4yeHHAa ana Windows 7

Jlist 3axucty xomm ’rotepa cuctemu GeneXpert Dx i3 Windows 7 Bix BipyciB, sKi
MOXYTb CIIPHYMHHTH TOMIKOKEHHSI JaHUX a00 MOPYLIUTH HOPMAaJIbHY
¢dbyHKITIOHATBHICTD, KoMITaHis Cepheid HammonermmBo peKkOMEHIy€e BCTAaHOBIIOBATH Ta
MiATPUMYBAaTH OHOBJICHY aHTUBIpycHY mporpamy. Komm’1oTepHi Bipycu MOXyTb OyTH
BBEJICHI IIJITXOM ITiTKITIOYCHHS KOMIT F0Tepa JI0 JIOKaJIbHOT ab0 T1obanbHOi Mepexki abo
i Yac BUIIyYCHHS JaHWX 3 BUKOPHCTAHHSAM 30BHIIIHIX MPHUCTPOIB aM sITi.

Kommanis Cepheid nepeBipmiia mekiibka TOTOBHX KOMEPIIMHUX PIMICHBb Bl KOMITAHIN
Symantec Corporation i McAfee Inc.

Skio mporpaMHe 3a0e3MedeHHs MPUA0aHo y KOMEPITIHHOTO MOCTavyaaIbHUKa,
iHCTaNIoWTe e IporpaMHe 3a0e3MeyeH s, JOTPUMYIOUUCH IHCTPYKIIH Y JOKyMeHTawii
KOPHCTyBa4a, sSKa OCTAYaEThCS Pa3oM i3 BUOPAHOIO MPOTrpaMoi0. AKTHBAITIS
AHTHBIPYCHOTO MPOTPAMHOTO 3a0€3MCUCHHS, SIK MTPABIJIO, 3MIHCHIOETHCS IIISTXOM

M IKITFOYCHHS 10 iHTepHeTy. JloTpuMylTech KOHKPETHHUX IHCTPYKITiH 3 akTHUBAIlii B
MliaJIOTOBOMY BiKHI IIPOTPaMHOTO 3a0e3MeucHHs a00 B HaJ[aHill JOKyMEHTAIlil.

3asBuyaii, Komn'toTep Mae GyTy NiOKMYEHUM [0 IHTEPHETY AN aKTUBAaL|ii aHTUBIPYCHOTO
nporpamHoro 3abe3neveHHs. NepesipTe, WO6 OHOBNEHHS Bynu 3annaHoBaHi Ha Yac, Konu AaHi He
36upatoTbCes.

SIKIo Bamia ycTaHOBa BHMara€ BUKOPUCTAHHS IHILIOTO TUITY aHTHUBIPYCHOTO
MPOrpaMHOro 3abe3redeHHs, BIIMIHHOTO BiJl MIEpETiuYeHnX BHIIE MPOrpaM, Tl Balia
YCTaHOBa HECE BiJAIOBIMANBHICTH 3a MEPEBIPKYy CYMiCHOCTI TaKUX PillleHb 3
nmpornoHoBaHor npoaykiiero Cepheid.

MigTpuMmyinTe aKTMBHY NiANUCKY Ha aHTUBIPYCHY NporpamMy Ta perynsipHo 3aBaHTaXyuTte
oHoBneHHA. Akwo komn’totep cuctemu GeneXpert Dx BUKOPUCTOBYETLCA ANA JOCTYNy A0
iHTepHeTy, 3anyckanTe aHTUBIpYCHe nporpamMHe 3abe3neyeHHs nepep TUM, K NepenTn Ao
BMKOPUCTaHHA nporpamHoro 3abe3neyeHHs GeneXpert Dx Ta nigTBepAiTh, WO CUCTEMHI
pe3ynbTaTu cniBnagatoTb 3 pe3yribTaTaMu, OTPUMaHUMKU Ha 6yAb-AKUM nigknoveHun LIS.

Komn’totep cuctemun GeneXpert Dx HanawToBaHUMA TaKMM YUHOM, LOG BUKOPUCTOBYBaTH
6paHgmayep Windows, 6paHgmayep Windows Moxe 3anuwarucb BKnovyeHUM. He BMukanTe
Ta He BUKOPUCTOBYWTe iHLWI 6paHAMayepHi NnpoayKTu KpiMm 6paHamMayepa Windows. Lie moxe
3ano6irtTu 36opy AaHuUX.
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Cepheid TecTye Ta kBanicikye Hawi cucTeMHi KOMNOHeHTU Ans 3a6e3nevyeHHs1 ONTUMAanbHOI
npoAyKTMBHOCTI. He 3miHIOMTEe napamMeTpy HanawTyBaHHA KOMN’OTepa, nonepeaHbLo
BCTaAHOBJIEHOro0 NPOrpaMHOro 3abesneyeHHA abo iHWMX KOMMOHEHTIB CUCTEMU, AKLLO Le He
pekomeHaoBaHo Cepheid. He iHcTantionTe HeaBTOpu3oBaHe nNporpaMmHe 3abesneyeHHs. He
3aMiHIOATE CUCTEMHE MepexeBe 3’€QHaHHS.

YBara

2.6.1.2 AHTMBIipyCcHe nporpamHe 3a6e3ane4vyeHHs ana Windows 10

Komn”1otep cucremu GeneXpert Dx i3 Windows 10 mocrayaeTscst 3 aHTHBIpyCOM
Windows Defender mist 3axucTy IpoTH BipyciB, SKi MOXKYTh IPUIHMHUTH TOITKOKCHHS
JaHuX ado MOPYUIMTH HOPMalbHY QyHKIiOHaMbHICTE. OcKinbku aHTHBipyc Windows
Defender mocradaerscst B komrurekti 3 Windows 10 i OHOBITIOETBCS Ta MIATPUMYETHCS
aBTOMAaTUYHO Pa3oM 3 ollepaliifHoro cuctemolo, kommanis Cepheid He pekoMeHIyE
BHKOPHCTOBYBATH JIOIaTKOBE aHTHUBIPYCHE MpoTrpaMHe 3a0€3MeUeHHS I KOMIT I0Tepa
cuctemu GeneXpert Dx i3 Windows 10.

2.7 WndpyBaHHa aucky (Windows 10)

MepLu HiX po3noyaTn, NnaMm’'aTanTe, WO WndpyBaHHSA BCbOro Baluoro }opcTkoro gucky Mmoxe 6ytu
TpuBanum npouecomM. Bu amoxeTe kopucTyBaT1csa CBOIM KOMM'IOTEPOM Mif Yac WNdpPYyBaHHS Y
doHOBOMY pexumi, ane 3 Yacom Bam goBeaeTbCsi nepe3aBaHTaXUTK komm'toTep. 36epiraiTe
bannu YacTo i nnaHynTe BianoBIgHO.

Mpumitka

BitLocker - e cuctema mmdpyBanHs, Ipu3HadeHa Jisl 3aro0iraHHs Oiipmocti odaaiH
arak Ta XaKepChbKHX MporpaM. BaxiinBo BUKOPHUCTOBYBATH IO (QYHKIIIO IJISl 3aXHCTY
CBOIX JIaHUX Ta 30epekeHHs1 KoH(ineHiitHo1 iHpopmarii. [Topsaok BBIMKHEHHS
Mexanizmy mudpysanasa BitLocker y Windows 10 maBeaeHo HIpkde.

Cepheid niarBepnus mudpysanss aucky BitLocker Ha komm’roTepax GeneXpert, o
BHUKOpHUCTOBYI0TH Windows 10.

Kitientn HEecyTh BiqNoOBiManpHICTh 3a BKItodeHHs BitLocker Ta BcraHOBNIEHHS Kiroda
BITHOBJICHHS.

Axwo Baw komm’toTep MicTuTh JoBipeHuin nnatgopmHuin mogynb (TPM), nepenaite oo Kpok 10.
Akwo Baww komm’'loTep He MiCTUTb AoBipeHuid nnatdopmHun moayne (TPM), By He 3moxeTte

MpumiTka BBiMKHYTU BitLocker y Windows 10. Bu Bce e MOXeTe BUKOPMCTOBYBATU LUNAPYBaHHSA, ane
Bam noTpibHo Byae ckopucTaTucs peaakTopoM foKanbHOI rpynoBOi NOMITUKK, LWo6 [03BONUTH
AopaTtkoBy aBTeHTUdiIKaLito npy 3anycky. Po3noyHite 3 Kpok 1, sik onncaHo Huxkye.

1.  Sxmo Bu kopucTyeTECh TUTAHIIIETOM a00 CEHCOPHHUM €KPaHOM, TIEPEHIITh Y PEKUM
pobouoro crodmy.

2. 3a ponomoror koMOiHarlii kiasim Windows+ R Bigkpuiite komaHty 3amyck >
BBeiTh gpedit.msc > narucHiTs OK.

3.V pozmini Kordiryparis koM roTepa po3ropHiTs AAMiHICTPaTUBHI WabnoHm
(Administrative Templates).

4.  Posropuite KomnoHeHtn Windows (Windows Components).
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MpumiTka

Baxnueo

Mpumitka

10.
11.

12.

Posropuite MexaHiam wucpysaHHs BitLocker (BitLocker Drive Encryption) ta
Oucku onepaudinHoi cuctemm (Operating System Drives).

I[MpaBopy4 nBiui HaTucHITH [OTPiOHa AoAaTKOBa aBTeHTUIKALIA NpU 3anycKy
(Require additional authentication at startup).

Bubepits YBiMkHeHO (Enabled).

Bubepits omiiro flo3sonuty BitLocker 6e3 cymicHoro TPM (Allow BitLocker without a
compatible TPM) (noTpideH naponb abo kntoy 3anycky Ha cnew-HakonuyyBayi USB).

Harucuits OK, m06 3aBEPILUTHU LEH npouec.
Harucuite Po3noyvatu (Start) > NpoeigHuk (File Explorer) > Liew MK (This PC).

V posnini Mpuctpoi Ta HakonuyyBaui (Devices and drives) HatucHiTh paBoto
KHOIIKOIO MUIIIi Ha Bam cucteMHN# TUCK (HA MIPUCTPOSX 13 CEHCOPHUM €KpaHOM
HATHCHITH 1 yTpuMyiite), e BctaHoBieHo Windows 10, a moTiM HaTUCHITH
YBimkHyTH BitLocker (Turn on BitLocker).

BeeniTe mapois, o6 po306iaokyBaru auck. BaximBo nmepexoHarucs, mo Bu
3MOJXKETE 3aBaHTAXKYBaTH CUCTEMY, HaBiTh KO BU BTpaTuTe KIIt0Y BiJHOBJICHHSI.

KomnaHisi Cepheid pekomeHgye naporb, Wo MicTUTb MiHiMym 10 cumBoniB, 3 KOMBIHaLED BEMNMKMX
Ta Manux nitep, uMdp Ta CMMBONIB.

Bubepith crioci0 pe3epBHOTO KOIiFOBaHHS KJIHOUa BiTHOBJICHHS:
*  30epertH y cBoeMy o0ikoBoMy 3amuci Microsoft

*  30epertu Ha (rem-nakonnyyBadi USB

*  30epertu y ¢aiin (He Ha JTOKAJTHLHOMY KOPCTKOMY JTUCKY)

*  PozapykyBaTu KJI04 BiIHOBJIECHHS

Y pasi BumkHeHHs Bitlocker kopucTtyBauy € BignoBiganbHui 3a 36epexeHHs Knro4a
BiAHOBIEHHS, AKLO Woro 3abynu 41 nepemictunu. [ina oTpuMaHHs AoOaTKOBOI
iHdbopmadii BigBiganTe https://www.microsoft.com.

KomnaHisi Cepheid nponoHye 36epertu Ha cneww-Hakonuyysadi USB Ta po3gpyKyBaTy KItou
BiJHOBMEHHS Ta apXiByBaTW KoY BifHOBMNEHHS Y CBOEMY Biaaini IT.

13.

Bubepits, sixy yactuny Bamoro aucka notpioHo 3amudpyBaru:

*  3SammdpyBaTi BAKOPUCTAHUHN MPOCTIp HA AUCKY (IIBUAIIE 1 HAWKpAIIe JIs
HoBUX [IK Ta muckiB)

*  3Bammdpysaru Bech AucK (TOBUIBHIIIE, ane Halikparie it [1K Ta nuckis,
10 BUKOPUCTOBYIOTHCS)

KomnaHisi Cepheid pekoMmeHaye wncpysat BeCb ANCK.

*  Bubepith, saxuii pexum mudpyBaHHSI BUKOPHCTOBYBATH:
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*  Hoguii pexxum mmdpyBanHs (Haiikparie a7st ikcoBaHUX JAUCKIB HAa ILOMY
MIPHUCTPOI)

. CyMicHu# pexuM (HaKpalie i JUCKIB, sIKi MOYKHA TICPEMICTHTH 3 1[bOTO
MIPHUCTPOIO)

KomnaHist Cepheid pekoMeHay€e BUKOPUCTOBYBATU HOBUIA pexxum WndpyBaHHs (XTS-AES),

Mpumitka ! . ; :
OCKIJTbKN OANCKN HE NepeMILLYyoTbCA 3 KOMM loTepa Ha KoMN lTep.

14. Tlocrarre BigMiTKy Oias MyHKTY 3anycTUTU nepeBipky cuctemm BitLocker
(Run BitLocker system check).

15. Ilepe3aBaHTa)XTe KOMIT IOTE.

16.  SIkmio moTpiGHO, BBENITh CBil MapoJib.

17.  Iicns Bxomy B Windows 10 Bu MoxkeTe epeBipUTH CTaH IMH(PPyBaHHS
*  Harucuits Po3noyatu (Start) > MposigHuk (File Explorer) > Llei MK (This PC).
e Temep Bu mobaunTe 3HaYOK 3aMKy Ha CHCTEMHOMY JTHCKY.

*  Kiannite npaBoro KHOMKOIO MHIII (HATUCHITE 1 yTPUMY#TE) JUCK, a TOTIM
BuOepits YnpaBninHa BitLocker (Manage BitLocker)

*  Bu mobauure motounuii crau, skuii mae 6ytu C: LUndpysanua BitLocker
(BitLocker Encrypting)

*  Bu MoxeTe npoIoBKyBaTH BUKOPUCTOBYBATH CBiil KOMIT I0TEp, B TOH 4ac, K y
(hoHOBOMY peXXuMi BiIOYBAETHCS MH(PPyBaAHHS

* Bam 6YI[G HOBiI[OMJ'ICHO, KOJIX BOHO 3aBCPHIUTHCA.

[Ticns Toro, sk mmdpysanus BitLocker 3aBepireHo, Bech BMICT 1 KOMyHiKaIlii OyIyTh
3axXUIIEH]

2.8 KoHdirypauis moBu Ta knasiatypu ansa Windows

VY ToMy BUINIALL, Y IKOMY BiH IOCTa4a€ThCs, KOMII IOTEp HAJIAIITOBAHMH HA MIPOTpaMHe
3abesnedeHHss Windows Ta KiiaBiaTypy aHDIIHCHhKOK MOBOIO. OHAK, SKIIO
HaJAITYBaHHSI MOBH Ta KJaBiaTypu MOTPiOHO 3MiHHUTH Ha iHIe, nuB. [lomgarok C,
MixHapoaHi BKa3iBKHU 3 KoH(QIrypauii mporpamuoro 3abesneuenns GeneXpert Dx.

2.9 KoHdirypauis komn’rotepy

MporpamHe 3abe3neveHHs GeneXpert Dx, Bepcis 6.5, nigTpumMyeTbcst onepaviiHuMmM cuctemamm
MpumiTka Windows 7 i Windows 10. Akwo Bu notpebyeTe Oyab-akoi JONOMOru, 3BepHiTbes, Oyab nacka,
[0 BaLLOro perioHanbHOro LEHTPY TexHiIYHOI niaTpumkn Cepheid.

B upoMy po3aini BUKOHYITE HACTYIHI KPOKH:
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2.9.1.1

[epesipre, 4 0OpaHO MPAaBUIBHUE MapaMeTp HANAIITYBaHHS KOHTPOIIO KUBICHHS

KOMIT’roTepa, mo0 3a0e3mneunTy HaexHy poboTy cuctemu. [lus. Po3min 2.9.1,

HaHaIHTYBaHHSI KOHTPOJIIO KUBJICHHS.

BcraHoBITh qaTy Ta 4ac Ha KOMIT I0Tepi, 00 3a0€3MEYUTH TOYHE I TAMITYBAHHS
4acy, KOJIM CUCTeMa BUKOPUCTOBYeThes. [luB. Po3ain 2.9.2, MicrieBuii yac i fara.

IMepesipre mapamerpu IP-aapecu, o6 3abe3nedunTr MpaBUiIbHY pOOOTY CHCTEMHU.
Hug. Poznin 2.9.3, IP-anpeca.

HaﬂaLIJTyBaHHH KOHTPOIO XXNBJNEeHHSA

Komm’rotep Bke CKOH(ITypOBaHO 3 IPaBHIBHUMHU NapaMeTpaMy HalallTyBaHHS
KOHTPOJTIO KHBJICHHS. SIKIIO X TOTPIOHO CKUHYTH:

Bubip napameTpiB HanawTyBaHHA KOHTPOSO XxuBneHHA y Windows 7
1.
2.

s Windows 7 muB. Pozain 2.9.1.1, Bubip napameTpiB HaJamTyBaHHS KOHTPOJIIO
xuBIeHHS y Windows 7.

s Windows 10 nuB. Po3nin 2.9.1.2, Bubip napameTpiB HaJamTyBaHHS KOHTPOJIIO

xuBieHHs y Windows 10.

Ha naneni 3aBnans Windows HatucHiTh mikTorpamy Windows.

O6epits MaHenb kepyBaHHA (Control Panel). SIxmio mis mepernsay BcTaHOBIEHO

3Ha4YeHHs Maii mikrorpamu, To BikHO Bcei enemenTn naneni kepysanss (All Control

Panel Items) Bursamae Sx e mokaszaHo Ha MairoHok 2-18. Harucuite ma Onuji
xuBneHHs (Power Options).

( e

Adjust your computer's settings

F Action Center

Bl Color Management

[ Desktop Gadgets

@ Ease of Access Center

<] Getting Started

W@ HP ProtectTools Security Manager
€1 Intemnet Options

& Mouse

M Performance Information and Tools

{41 Administrative Tools
Credential Manager

&2 Device Manager

Flash Player

@ HomeGroup

&3 Indexing Options

&2 Keyboard

5 Network and Sharing Center

B personalization

[=3 AutoPlay

7 Date and Time
3 Devices and Printers

F Folder Options

(& HP 3D DriveGuard
m Intel(R) Graphics and Media
[ Location and Other Sensors
Notification Area Icons

{5 Phone and Modem

L oL s e

’ (53 » Control Panel » All Control Panel ltems » v

View by:  Small icons ¥

W Backup and Restore
@ Default Programs
B Display
JA Fonts
HP Power Assistant
& Intel® Rapid Storage Technology
(® Mail (Microsoft Outlook 2013)
Parental Controls

3 Power Options

I8 Programs and Features & Recovery ® Region and Language %) RemoteApp and Desktop Connections
% Sound & Speech Recognition @ SRS Premium Sound PRO @ Sync Center
1% System 1L, Taskbar and Start Menu [ Troubleshooting 8, User Accounts

’; Windows Anytime Upgrade
L‘i Windows Mobility Center

B Windows CardSpace
&} Windows Update

i Windows Defender

ﬂ Windows Firewall

MantoHok 2-18. BikHo Bci enemeHTH naHeni kepyBaHHA
(All Control Panel Items Window)
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buttons do

Choose what closing the lid
does

Create a power plan

[ Choose when to turn off the
display

® Change when the computer
sleeps

See also
Personalization
Windows Mobility Center

User Accounts

[E=rE
/(-'-\ - 3 » Control Panel » All Control Panel ltems » Power Options v Search Control Panel Pl
Control Panel Home N
Select a power plan
Require a password on wakeup Power plans can help you imize your puter's perf or conserve energy. Make a plan active by I
selecting it, or choose a plan and customize it by changing its power settings. Tell me more about power (]
Choose what the power plans

Plans shown on the battery meter

() Balanced (recommended)
ically balances p

hange plan settings

e with energy ¢ on capable @are.

@ Cepheid Setup - Do Not Alter Change plan settings

Show additional plans Y )

Screen brightness: ©

MantoHok 2-19. BikHo Onuii xxusneHHs (Options Window)

3. B xareropii po3aini HanawTysaHHsa Cepheid - He minsaTn (Cepheid Setup - Do Not
Alter), marucuits Ha 3MiHUTU napameTpu nnaHy (Change plan settings). us.
MautoHok 2-19. 3’saButhes BikHo HanamryBanus pegarysannst riany (Edit Plan

Settings). [luB. Manronok 2-20.

/(? . 3 » Control Panel » All Control Panelltems » Power Options » Edit Plan Settings

Change settings for the plan: Cepheid Setup - Do Not Alter

Choose the sleep and display settings that you want your computer to use.

v

] On battery A9 Pluggedin
© Dim the display: Never \ lever N
2 Tumn off the display: Never Never -
% Put the computer to sleep: erer v] [Never ']

“0r Adjust plan brightness: ° O % o

hange advanced power settings

Save changes

Cancel

MantoHok 2-20. BikHo HanawTyBaHHA peaaryBaHHa nnaHy (Edit Plan Settings)
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ITepesipre, 11106 napamerpu MoM’AKWNTKM cBiTNO Ha MoHiTopi (Dim the Display),
Bukniountu moHitop (Turn off the display) ra MepeBecTn Komn’toTep B pexnm
ouikyBaHHs (Put the computer to sleep) 6y BusHaueni six Hikonu (Never) ms
xusieHHs Big akymynaropa (On battery) ta MNigkntouennn go mepexi (Plugged in).
Jus. Mamtonok 2-20.

Harucuite Ha 3MiHUTU JoAaTKOBI HanawyBaHHsA xuBneHHa (Change advanced power
settings) (auB. Masronok 2-20). 3’IBUTHCS BIKHO JOAATKOBHX HaJIAIITyBaHb
skuBieHHs. JluB. Mamonok 2-21.

(@ Power Options — @]ﬂ

| Advanced settings ]

\ Select the power plan that you want to customize, and
; then choose settings that reflect how you want your
computer to manage power.

B Change settings that are currently unavailable

[Cepheid Setup - Do Not Alter [Active] v

# Internet Explorer -
# Desktop background settings

\+ Wireless Adapter Settings

= Sleep

# Sleep after

# Allow hybrid sleep

Hibernate after|
On battery: Never

m

Plugged in: Never

+_Allow wake timers

o) Com ) [

N\

MantoHok 2-21. BikHo [logaTkoBi HanawTyBaHHA — Onuii XKMBNeHHSA
(Power Options - Advanced Settings)

V BikHi JlonaTkoBi HanamryBanas — Omniii kuBnenHs (Power Options - Advanced
Settings) HaTHCHITE IBa pa3u Ha Pexum cHy (Sleep), o6 poskpurH #oro mis
nepenIs Ly, micist 4oro JBiui HaTUcHITH [eperTn B pexum cHy nicna (Hibernate after).
JwuB. Mamronok 2-21.

A. Hacrinbn komm’wtepu: [lepeBipre mo6 napamerp HanawTtysaHHs (Setting)
Oyo BcTanosjieHo Ha Hyib (0) ado Hikonu (Never). Sxio i, mominsiiTe
napamerp HanawTyBsaHHs (Setting) na uy:1b (0) ado Hikonu (Never).

B. Jlumie nepeHocHi komm’otepu: Ilepesipre 11106 napamerpu Big akymynatopa
(On battery) ta MNigkntouenunin go mepexi (Plugged in) Oynu BcTaHOBNIEHI Ha
Hikonu (Never). fxrmo Hi, HatucHiTh Big akymynaropa (On battery) Ta/a6o
Mipknioyennin ao mepexi (Plugged in), micist 4oro ckOpUCTy#TECh KiIaBillaMu
31 cTpiIKaMu Bropy/BHU3, 00 BCTAHOBUTH iXHI mapameTpu Ha Hyb (0) cepen
oMl Ha BHOIp.
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ontrol Panel Home

buttons do

does

Create a power plan

display

sleeps

Personalization

User Accounts

Choose what the power

Choose what closing the lid

[ Choose when to turn off the

% Change when the computer

Windows Mobility Center

Harucuite 3actocyBatu (Apply), motim OK, 11106 3akputy BikHO Ol JKUBICHHS
(Power Options). 3H0B 3’siBUThCs BikHO HanamtyBanns penaryBanss miany (Edit
Plan Settings).

HarucHite Ha BigmiHa (Cancel), 106 3akputu BikHO HanaruryBaHHs pearyBaHHs
wiany (Edit Plan Settings). 3’sButbcs 3’saBuThes BikHO Omirii sxueieHHs (Power
Options) (nuB. MantoHOK 2-22).

Jlne nepeHocHi komm’orepu: Y BikHi Oniiii sxusnenns (Power Options)
HATHCHITH Ha psgok Buodepith, WwWo podutb 3akputTa kpuwku (Choose what closing
the lid does). 3’sButhcs BikHo HanmamryBanus cuctemu (System Settings) (auB.
Masronok 2-23). O6epits napametp Konu a 3akpusato kpuwky (When | close the
lid) BucraBnenuii Ha Hivyoro He BigbyBaeTbea (Do nothing), Ta oGepith Bei iHII
napaMeTpH Ha Pexum cHy (Sleep), miciist yoro HatucHITE Ha 30€PErTv 3MiHM
(Save Changes).

®« . 3 » Control Panel » All Control Paneltems » Power Options Search Control Panel
Select a power plan
Require a password on wakeup Power plans can help you maximize your computer's performance or conserve energy. Make a plan active by
selecting it, or choose a plan and customize it by changing its power settings. Tell me more about power
plans
Plans shown on the battery meter
Balanced (recommended) Change plan settings
ically balances p e with energy ¢ ion on capable hardware.
@ Cepheid Setup - Do Not Alter Change plan settings
Show additional plans v
Screen brightness: © U

MantoHok 2-22. BikHo Onuii xxuBneHHsa (Power Options)
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/(-\ , 9 » Control Panel » All Control Panel ltems » Power Options » System Settings v Search Control Panel pel

Define power buttons and turn on password protection

Choose the power settings that you want for your computer. The changes you make to the settings on this
page apply to all of your power plans.

Power and sleep buttons and lid set§j

@ When I press the power buttoyg

@ When I press the sleep butto leep

% When I close the lid: TDo nothing VJ IDo nothing ~2

Password protection on wakeup
& Change settings that are currently unavailable
Require a password (recommended)

When your computer wakes from sleep, no one can access your data without entering the correct
password to unlock the comp Create or change your user account password

@ Don't require a password
When your computer wakes from sleep, anyone can access your data because the computer isn't
locked.

Save changes ][ Cancel

MantoHok 2-23. BikHo HanawTyBaHHA cuctemu (System Settings)

10.  Jlume nepenocHi komn’rorepu: HarucHiTe Ha BigmMina (Cancel), o6 3axkputu BikHO
HanamryBanus penarysanss mwiany (Edit Plan Settings). Busogursces Bikao Omnmii
xusienns (Power Options) (auB. MaintoHok 2-19).

11. Harucuits Ha yepBoHMi X Y BEpXHbOMY NPaBOMY KyTi BiKHA, OO BUHTH
3 HaJIAIITYBaHb OIIIH KUBJICHHS Ta 3aKpUTH BikHO [laHenb kepyBaHHS

(Control Panel).
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1.
2.

Bunbip napameTpiB HanawTyBaHHA KOHTponto xuBneHHA y Windows 10

Ha naneni 3ananp Windows HaTHCHITH nikTorpamy Windows.

Bubepits cuctemun Windows > lMaHenb kepyBaHHs (Control Panel). STkiio st
TeperyIsi Iy BCTAaHOBICHO 3HaYeHHsT Mauti mliktorpamMu, To BikHO Bcei enemenT
naneni kepyBanHs (All Control Panel Items) Burisigae, Sk e nmoka3aHo Ha

Maironok 2-24. Harucuite Ha Onuii xuBneHHs (Power Options).

Control Panel Home
Choose what the power
buttons do

Choose what closing the lid
does

Create a power plan

2 Choose when to tumn off the
display

® Change when the computer
sleeps

B8 www.energystar.gov

See also
Windows Mobility Center

User Accounts

Choose or customize a power plan

A power plan is a collection of hardware and system settings (ke displ

how your computer uses power. Tell me more about power plans

Plans shown on the battery meter

(@ Cepheid Setup - Do Not Alter

O Power saver

rightness, sleep, etc) that manages

Change plan settings

Change plan settings

Saves energy by reducing your computer's performance where possible.

Hide additional plans

(O Balanced (recommended)

Automatically balances performance with energy consumption on capable hardware.

(O High performance

Change plan settings

Change plan settings

Favors performance, but may use more energy.

O HP Optimized (recommended)

Change plan settings

Provides optimized balance of performance with energy consumption on HP Notebook PC.

All Control Panel Items = (m] X
1 > Control Panel > All Control Panel Items v U Control Panel p
Adjust your computer's settings View by: ~ Small icons ~
Administrative Tools ) Audio Controls [ AutoPlay 4 Backup and Restore (Windows 7)
< BitLocker Drive Encryption 34 Color Management @ Credential Manager 7% Date and Time
i@ Default Programs & Device Manager £ Devices and Printers @ Ease of Access Center
B2 Energy Star & File Explorer Options e File History Flash Player (32-bit)
A Fonts *§ HomeGroup @ HP Client Security & Indexing Options
F Infrared ntel® Graphics Settings @ Intel® Rapid Storage Technology € Internet Options
< Keyboard & Language @ Mouse &} Network and Sharing Center
£3 Phone and Modem # Power Options &l Programs and Features &8 Recovery
B Region 8 RemoteApp and Desktop Connectio... ¥ Security and Maintenance ® Sound
B Speech Recognition £ Storage Spaces ® Sync Center & System
Taskbar and Navigation Troubleshooting 8 User Accounts o Windows Firewall
3% Windows Mobility Center 5 Windows To Go @ Work Folders
MantoHok 2-24. BikHo Bci enemeHTH naHeni kepyBaHHsA (All Control Panel Items)
# Power Options — O
<« v 4 % > Control Panel > All Control Panel Items > Power Options »
(2]

MantoHok 2-25. BikHo Onuii xxuBneHHsa (Power Options)
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V posnini Cepheid HanawrysaHHa — He miHaTu (Cepheid Setup - Do Not Alter),
HATUCHITH Ha 3MiIHUTU napameTpu nnaHy (Change plan settings). us.
MaumtoHok 2-25. 3’saBuThes BikHO HanamryBanHs pegaryBaHHs IUTaHy

(Edit Plan Settings). /Ius. MantoHok 2-26.

W cdit Plan Settings

«

v 2 P > Control Panel > All Control Panel ltems > Power Options > Edit Plan Settings v U Search Control Panel »

- O X

Change settings for the plan: Cepheid Setup - Do Not Alter

Choose the sleep and display settings that you want your computer to use.
[l On battel A% Plugged in

ﬁTumofflhed§ [Never < [Never v
\ @ Put the computer to siedh; |Never N [Never V|

Change advanced power settings

Save changes Cancel

MantoHok 2-26. BikHo HanawTyBaHHA peaaryBaHHa nnaHy (Edit Plan Settings)

4.

ITepesipre, 1106 mapamerpu Buknouutu moHitop (Turn off the display) Ta MNepeBectu
Komn’toTep B pexunm odikyBaHHs (Put the computer to sleep) Oymu BusHaueHi sk
Hikonu (Never) ns sxusnenns Big akymynartopa (On battery) ra lMigknioyeHnii go
mepexi (Plugged in). Kpim Toro, nepekonaiirecs, 1o NoB3yHOK apameTpa
BigperyntoBatu sickpaBicTb nnaHa (Adjust plan brightness) scranosnenuii na
HaifsickpaBiiy no3Hauky. Jlus. MamoHok 2-26.

Harucuite 3MiHUTW fOAaTKOBI HanawTyBaHHA xuBneHHa (Change advanced power
settings) (B Maiorok 2-26). 3’IBUTBCS BIKHO JOJATKOBHUX HAIAIITYBaHb
»kuBieHHs. JluB. MamoHok 2-27.
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b

Advanced settings

then choose settings that reflect how you want your

= Select the power plan that you want to customize, and
4
computer to manage power.

Cepheid Setup - Do Not Alter [Active]

On battery: 10 Minutes ~
Plugged in: 20 Minutes

[# Internet Explorer

[ Desktop background settings

[H Wireless Adapter Settings

[=I Sleep

[ Sleep after

[ Allow hybrid sleep
= Hibernate after

On battery: Never

Plugged in: Never

\ Restore plan defaults

OK Cancel Apply

MantoHok 2-27. [logaTkoBi HanawTyBaHHA — Onuii XXMBNEeHHsA
(Power Options - Advanced Settings) Pexxum cHy (Sleep)

6. VY BikHi [logarkoBi HanamTyBanHsS — Omii skusneHss (Power Options - Advanced
Settings) HaTHCHITB 1Ba pa3u Ha Pexum cHy (Sleep), 1106 po3kpuTH ioro asst
HeperysiLy, MCIs YOoro ABivi -HaTuCHITH [epenTn B pexum cHy nicna (Hibernate
after). Jlus. Masnronok 2-27.

A. Hacrinbni komm’otepu: Ilepesipre, o6 napamerp HanawTtysaHHs (Setting)
Oymo BctanoBieHo Ha Hyib (0) abo Hikonu (Never). SIkio Hi, momiHsiiTe
napametp HanawTtyBaHHs (Setting) na myse (0) a6o Hikonm (Never).

B. JIlume nmepenocHi komn’orepu: Ilepesipre mo6 mapamerpu Big akymynsaropa
(On battery) ta Migkntouennn po mepexi (Plugged in) Gy BctaHoBIIEH] Ha
Hikonu (Never). ko Hi, HatucHiTh Big akymynaropa (On battery) Ta/a6o
Mipknioyenunin o mepexi (Plugged in), micsst woro ckopucTaiiTech KiaBimamu 3i
CTpiNIKaMHu Bropy/BHM3, 1100 BCTAHOBHUTH TXHi mapameTpu Ha HyJIb (0) cepen
omii Ha BHOIp.

7. VY Bikni JonarkoBi HanamryBaHas — Ol skusnenns (Power Options - Advanced
Settings) HaTucHiTH 1Ba pa3u Ha MoHiTop (Display), 1106 poskpuT #ioro aist
MEPETIsAY, MCIS YOTo ABiYi ~-HAaTUCHITH [JO3BONMTHU afanTauiliHy ACKpaBiCTb
(Enable adaptive brightness). Tus. Manonox 2-28.

A. HacrinbHi komn’orepu: Iepeipre, un napamerp HanawTtysaHHs (Setting)
BCTaHOBJICHUH y mosiokeHHst Bumk. (Off). SIkio 1ie He Tak, 3MiHIT MOTOKEHHS
napametpa HanawTtyBaHHa (Setting) na Bumk. (Off).

lMocibHuk onepamopa cucmemu GeneXpert Dx 2.29
303-1548-UK, Peg.A 2023-07



Mpouenypwu 3 BCTaHOBIEHHA Ta 0COGNUBI BUMOTU

B. Jlume nmepenocui komn’orepu: Ilepesipre, o6 mapamerpu Big akymynaropa
(On battery) ta Nigkntoyennn go mepexi (Plugged in) Gyu BctaHoBIEHI Ha
Bumk. (Off). Sximo 1e He Tak, 3MiHITH TIONOKEHHS MapaMeTpa Big akymynsaTopa
(On battery) i/a6o MigknioueHuni go mepexi (Plugged in) ma Bumk. (Off).

Advanced settings

2 Select the power plan that you want to customize, and
; then choose settings that reflect how you want your

2
computer to manage power.

Cepheid Setup - Do Not Alter [Active]

[# Intel(R) Graphics Settings ~
[ Power buttons and lid

\ [+ PCI Express

[+ Processor power management

= Display
H Turn off display after

[= Enable adaptive brightness
On battery: Off
Plugged in: Off
[ Multimedia settings

[H Battery
\ Restore plan defaults

OK Cancel Apply

MantoHok 2-28. [logaTkoBi HanawTyBaHHA — Onuii XXMBNEeHHsA
(Power Options - Advanced Settings) (MoHiTop (Display))

8. Harucuits 3actocysatu (Apply), motim OK, 1106 3akpuTi BikHO Omilii )KUBICHHS
(Power Options). 3HoB 3’sBuThCs BikHO Hanamrysanus penaryBanns rurany (Edit
Plan Settings).

9.  Harucuite Ha BigmiHa (Cancel), 106 3akpuru BikHO HanaruryBaHHs peJaryBaHHs
tany (Edit Plan Settings). 3’sButbes Bikao Omnuii sxusnenns (Power Options) (auB.
Masonok 2-29).

10.  Jlumie nepeHocHi komm’oTepu: Y BikHi Ommii xusiieHHs (Power Options)
HATHCHITH Ha psiok Buodepith, WwWo podutb 3akputTs kpuwku (Choose what closing
the lid does). 3’siButbcs Bikno HanamryBanus cucremu (System Settings) (auB.
Masronok 2-30). BeranoBith yci HanmamryBanss Ha Hiqoro He BigbyBaeTbes
(Do nothing) i matucHiTs 36epertu 3miHu (Save changes).
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@ Power Options — O
P

<« v 4 '@ > Control Panel > All Control Panel ltems > Power Options v o Control Panel o

Control Panel Home :
Choose or customize a power plan

Choose what the power A power plan is a collection of hardware and system settings (lie display brightness, sleep, etc) that manages

buttons do how your computer uses power. Tell me more about power plans
Choose what closing the lid Plans shown on the battery meter
does
@ Cepheid Setup - Do Not Alter Change plan settings
Create a power plan
k) Choose when to turn off the (O Power saver Change plan settings
display Saves energy by reducing your computer's performance where possible.

® Change when the computer
sleeps Hide additional plans
-

=4 www.energystar.gov
= gystarg O Balanced (recommended) Change plan settings

Automatically balances performance with energy consumption on capable hardware.

(O High performance Change plan settings
Favors performance, but may use more energy.

O HP Optimized (recommended) Change plan settings
Provides optimized balance of performance with energy consumption on HP Notebook PC.

See also
Windows Mobility Center

User Accounts

MantoHok 2-29. BikHo Onuii xxuBneHHsa (Power Options)

W System Settings - [} 5%

- v 4 @ > Control Panel > All Control Panel ltems > Power Options > System Settings v U Search Control Panel »

Define power buttons and turn on password protection

Choose the power settings that you want for your computer. The changes you make to the settings on this
page apply to all of your power plans.

) Change settings that are currently unavailable

Power and sleep buttons and lid 4tings
j Onbm\ 2% Pluggedin

@ When | press the power D%jan: | Do nothing Do nothing v
@ When | press the sleep bB¥toz: * Do nothing ~ Do nothing v
fg When I close the lic: Do nothi i

4 : 0 nothing “\ Do nothing v

Shutdown settings

Turn on fast startup (recommended)
This helps start your PC faster after shutdown. Restart isn't affected. Learn More

Sleep
Show in Power menu.

Hibernate

Show in Power menu.
Lock
Show in account picture menu.

MantoHok 2-30. BikHo HanawTyBaHHA cuctemu (System Settings)

11.  JInmie mepenocui komn’1orepu: Hatucuits Ha BigMina (Cancel), 1106 3axputu
BikHO HamamryBanus penarysanns miany (Edit Plan Settings). 3’siBUTbCs BikHO
Onuii sxuBnenns (Power Options) (quB. MastoHok 2-25).

12.  HarucHiTh Ha mo3Ha4YKy X y BEPXHHOMY MPABOMY KYTi BiKHa, 1100 BHITH 3
HanamryBanb Onii xuenenns (Power Options) Ta 3akputu BikHO [laHensb
kepyBauHs (Control Panel).
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2.9.2 MicueBun yac i gara
106 BCTAaHOBUTH AaTy Ta Yac:

. Jmns Windows 7, nus. Po3min 2.9.2.1, HanamryBanas Micuesuii yac i qara (Local
Date and Time) mst Windows 7.

. Jns Windows 10, qu. Po3nin 2.9.2.2, HanamryBanus MicuieBuit dac i nara (Local
Date and Time) myist Windows 10.

2.9.2.1 HanawTtyBaHHsa MicueBu# 4ac i aata (Local Date and Time) ansa
Windows 7

1. Harucuits Ha [MaHenb kepyBaHHa > [lata Ta yac (Control Panel > Date and Time).
3’sBisieTbes miamorope BikHO Jlata Ta gac (Date and Time). Jus. MaroHok 2-31.

Date and Time |Add|t|ona| Clocks | Internet Tlmel

X N
\\ Thursday, April 14, 2019

§ Change date and time...

Time zone

(UTC-08:00) Pacific Time (US & Canada)

Daylight Saving Time ends on Sunday, November 05, 2019 at 2:00
AM. The clock is set to go back 1 hour at that time.

Notify me when the clock changes

Get more time zone inNgmation online

How do [ set the clock anMigme zone?

ManwoHok 2-31. [lianoroBe BikHO BnacTuBocTi Aatu ta 4yacy
(Date and Time Properties)

2. HarucHite Ha KHONKY 3MIHMTK AaTy Ta yac... (Change Date and Time...). 3’siBisieTbest
nianorose BikHOo HanamryBanHs natu ta dacy (Date and Time Settings). Jlus.
MaintoHok 2-32.

2.32 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
303-1548-UK, Pea.A 2023-07



I'Ipou,e.qypu 3 BCTAHOBJIEHHA Ta 0COGNUBI BUMOTHU

: s

Set the date and time:

Date: Time:

4 April, 2019 3

Su Mo Tu We Th Fr Sa
27 28 29 30 31 1 2
3 4 5 6 7 8 9
10 11 12 13i94115 16
17 18 19 20 21 22 23
24 25 26 27 28 29 30
12 3 4 5 6 7

[zosz3om]3
Change calendar settings \
I OK l[ Cancel l

MantoHok 2-32. [lianorose BikHO HanawTyBaHHsA fatu ta yacy
(Date and Time Settings)

3. BucraButu npaBUILHY MICIICBY JaTy Ta 4ac.

4. HarucHits va OK, 11106 moBepHyTHCS 10 AianoroBoro BikHa Jlara ta yac (Date and
Time). Tus. Mamonok 2-31.

5. HarucHith Ha KHOIIKY 3MiHUTHU YacoBy 30HY... (Change Time Zone...). 3’sBiseThCs
nianorose BikHo HanamryBanHus yacoBoi 3ouu (Time Zone Settings). /lus.
Mamronok 2-33.

. Time Zone Settings

I Set the time zone:

Time zone:

I{UTC—DS:DD) Pacific Time (US & Canada)

Automatically adjust clock for Daylight Saving Time

Current date and time: Thursday, April 14, 2019 2:05 PM

oK ] l Cancel

MantoHok 2-33. [lianoroBe BikHO HanawTyBaHHSA 4acOBOI 30HU
(Time Zone Settings)

6. OO0epiTh NMpaBUILHY MiCIIEBY YaCOBY 30HY Ta ITOCTABTE MO3HAYKY MOPYY 3
ABTOMaTU4HO KOPUryBaTW FOGUHHMK NpK Nepexodi Ha NiTHiN vyac (Automatically
adjust clock for Daylight Saving Time), sixito moTpi6Ho.
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7. Harucuits Ha OK 1106 3akpuTH giamorose BikHO HajamryBanHs 4acOBOi 30HH
(Time Zone Settings), micist yoro HatucHiTH Ha OK, 11106 3aKpHUTH [ia0roBe BiKHO
Jara Ta yac (Date and Time).

YBara

He 3miHIOMTe NapameTpu Yacy Ta AaTu nig yac aHanisy.

2.9.2.2 HanawTtyBaHHsa MicueBu# 4ac i aata (Local Date and Time) ansa
Windows 10

1. Harucwuirs ua MaHenb kepyBaHHsa > [lata Ta yac (Control Panel > Date and Time).
3’saBnsieThes aianorose BikHO Jlata Ta yac (Date and Time). J/Ius. Mamtonok 2-34.

X

Date and Time Additional Clocks Internet Time
Date:
Thursday, April 14, 2019

Time:
3:14:45 PM

!;Change date and time...

Time zone

(UTC-08:00) Pacific Time (US & Canada)

Change time zone...

Daylight Saving Time ends on Sunday, November 5, 2019 at 2:00 AM.
The clock is set to go back 1 hour at that time.

Notify me when the clock changes

N

0OK Cancel Apply

ManoHok 2-34. [lianoroBe BikHO BnacTuBocTi Aatu 1a 4yacy
(Date and Time Properties)
2.  Harucuite Ha KHOTIKY 3MiHWUTK AaTy Ta yac... (Change Date and Time...). 3’sBnsteThes
niajgoroBe BikHo HamamryBanus natu Ta gacy (Date and Time Settings). Jus.
Mamronok 2-35.
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Set the date and time:

Date: Time:

1 April 2019 4

Su Mo Tu We Th Fr Sa
27 28 29 30 31 1 2
3 4 5 6 7 8 9
10 11 12 13 14 15 16
17 18 19 20 21 22 23
24 25 26 27 28 29 30
1 2 3 4 5 6 7

[ssssm]:

Change calendar settings \

oK Cancel

MantoHok 2-35. [lianoroBe BikHO HanawtyBaHHsA fatu Ta yacy
(Date and Time Settings)

3. BucraBuTH NMpaBUILHY MICIEBY AaTy Ta 4ac.

4. HarucHite Ha OK, 11106 moBepHyTHCS 10 AianoroBoro BikHa Jlata Ta yac (Date and
Time). JIuB. Mamtonok 2-34.

5. HarucHith Ha KHOIIKY 3MiHUTK YacoBy 30Hy... (Change Time Zone...). 3’ sBisieThCs
niajgoroBe BikHO HamamryBanns yacoBoi 3ouu (Time Zone Settings). /{us.

Mauronok 2-36.

5 Time Zone Settings

Set the time zone:

Time zone:

(UTC-08:00) Pacific Time (US & Canada)
Automatically adjust clock for Daylight Saving Time

Current date and time: ~ Thursday, April 14, 2019 3:14:46 PM

MantoHok 2-36. [lianoroBe BikHO HanawTyBaHHSA 4acoBOI 30HU

(Time Zone Settings)
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YBara

293

Mpumitka

2.9.3.1

OO6epiTh MpaBUIIbHY MICIIEBY YaCOBY 30HY Ta MMOCTaBTE MO3HAUKY MOPYY 3
ABTOMaTUYHO KOPUIyBaTH FOAUHHKK NPY Nepexoai Ha NiTHiik vac (Automatically adjust
clock for Daylight Saving Time), sikitio moTpioHo.

Harwuchits xa OK, 11106 3akputH fianorose BikHo HanamryBaHHs 4acOBOT 30HH
(Time Zone Settings), micist yoro HaTucHITH Ha OK, 11100 3aKpHUTH 1ia0roBe BiKHO
Jlara ta yac (Date and Time).

He 3miHloMTe napameTpu Yacy Ta AaTh nig yac aHani3y.

IP-agpeca

LLlo6 BMKOHATM KPOKM B LibOMY pO3Aini, B MaeTe yBiith ao cuctemmn sik Cepheid-Admin a6o sam
noTpi6Ho eeecTn napons ans Cepheid-Admin.

Kowmm’rotep ke cKoOHGITYpOBaHO 3 MpaBWILHOIO IP-aapecoro i 9ac TOCTaBKH CHCTEMH
GeneXpert Dx. SIkuio ix HOTpiOHO CKUHYTH:

Hns Windows 7 nmuB. Po3min 2.9.3.1, HanamryBanns [P-anpeca (IP Address) ans
Windows 7.

His Windows 10 guB. Po3min 2.9.3.2, HanamryBanus [P-agpeca (IP Address) ms
Windows 10.

HanawTtyBaHHs IP-agpeca (IP Address) ana Windows 7

1.

VBitiaite 10 cuctemu sik Cepheid-Admin a6o Beenits mapons Cepheid-Admin, komu
3’ IBUTHCS IMIKA3Ka UIA [[bOTO.

Ha maneni 3aBnanp Windows HatucHiTh miktorpamy Windows.

O6epits MaHenb kepyBaHHA (Control Panel). ko mepernsnom oopano Kateropito
(Category), 3’siBUTBCS ekpaH, npencraBieHuii B MantoHok 2-37.

2-36
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Gy

(53 » Control Panel »

Adjust your computer’s settings

?‘ System and Security
A

Review your computer's status

Back up your computer
Find and fix problems

Network and Internet
Connect to the Internet
- /iew network status and tasks

8

View by: Category ¥

User Accounts and Family Safety
® Add or remove user accounts
@ Set up parental controls for any user

Appearance and Personalization
Change the theme

Change desktop background

Adjust screen resolution

Choose homegroup and sharing options
, / Hardware and Sound

ﬂ‘ View devices and printers
Add a device

Connect to a projector (
Adjust commonly used mobility settings

Ease of Access
Let Windows suggest settings
Optimize visual display

Clock, Language, and Region
1L Change keyboards or other input methods

I.

ey

Programs

Uninstall a program

MantoHok 2-37. BikHo Bci enemeHTU naHeni kepyBaHHSA - Nepernag kateropin
(All Control Panel Items - Category View)
4. Harucuits Po3rnaHyTu ctatyc Mepexi Ta 3aBaaHb (View network status and tasks).
3”siButhest ekpan LleHTp MepexeBoro 3B’a3ky Ta goctyny (Network and Sharing
Center). /Tus. Masonok 2-38.

C=llEl X
@ 9 :.: » Control Panel » Network and Internet » Network and Sharing Center v
©

Control Panel Home . : . b )
\ View your basic network information and set up connections
M: irel etwork: [ b See full map
\ lanage wireless networks ‘A x ‘S‘-“
hi dapter setti .
e CEPHEID-410C0V6 Internet
Change advanced sharing (This computer)
settings
View your active networks Connect to a network
You are currently not connected to any networks.
Change your networking settings
‘E. Set up a new connection or network
= Set up a wireless, broadband, dial-up, ad hoc, or VPN connection; or set up a router or access point.
W Connect to a network
Connect or reconnect to a wireless, wired, dial-up, or VPN network connection.
Choose homegroup and sharing options
Access files and printers located on other network computers, or change sharing settings.
E Troubleshoot problems
Diagnose and repair network p , or get I ing i
See also
HomeGroup
Internet Options
Windows Firewall

MantoHok 2-38. EkpaH LleHTp MepexeBoro 3B’a3ky Ta goctyny (Network and Sharing Center)

5. Harucuite 3MiHUTH HanawTyBaHHA aaanTtepa (Change adapter settings). 3’sButbcs
expan Mepexesi 3’ eqnanns (Network Connections). Jlue. MantoHok 2-39.
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GeneXpert Connection L_. Local Area Connection 3 : Wireless Network Connection 3 : Wireless Network Connection 4
— Network cable unplugged > _ Network cable unplugged —~ Not connected — Not connected

& N
N N
% 7 Intel(R)82579LM Gigabit Network.. 3¢ 97 Bluetooth Personal Area Network 3¢ &l Intel(R) Centrino(R) Ultimate-N6.. ¢ <llll Microsoft Virtual Wifi Miniport A..

Wireless Network Connection 5
Not connected
Microsoft Virtual WiFi Miniport A...

MantoHok 2-39. EkpaH MepexeBi 3’egHaHHA (Network Connections)

6. HarucHiTs mpaBo0 KHOIKOO Ha psamok 3’ AHaHHA GeneXpert (GeneXpert Connection).
3’sBUTHCS BUMaaarode MeHIo. JluB. MamtoHok 2-40.

5;‘-7 » Control Panel » Network and Internet » Network Connections »

Organize v Disable this network device Diagnose this connection Rename this connection Change settings of this connection = v O @
™ GeneXpert Connection — Local Area Connection 3 - Wireless Network Connection 3 — Wireless Network Connection 4
L . . N N
0 Network g-tt-sme = 1 Network cable unplugged > » Not connected > » Not connected
X @7 IntelR)8] & Disable Bluetooth Personal Area Network 3¢ <l Intel(R) Centrino(R) Ultimate-N6.. 3¢ «flll Microsoft Virtual WiFi Miniport A

:. Wireless N Status
~s> o Not conn Diagnose
X dm Microsoft|

@

Bridge Connections

Create Shortcut
Delete

Rename

& Properties

I —
MantoHok 2-40. EkpaH MepexeBi 3’eaHaHHA (Network Connections) 3 Bunagaro4mm meHio

7. BuGepits Bnactusocrti (Properties) 3 Bunamarouoro mento. ExpaH, mpeacraBieHmii B
Mamionok 2-41, 3’SIBUTBCS AJIs IEPETIIA LY.
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7

= Y
4 GeneXpert Connection Properties @

[ Networking | Shaling<

Connect using:
&¥ Intel(R) 82579LM Gigabit Network Connection

Configure...

This connection uses the following items:

v

™ JBQoS Packet Scheduler

™ J=}File and Printer Sharing for Microsoft Networks
-4 |ntemet Protocol Version 6 (TCP/IPv6)
-4 Intemet Protocol Version 4 (TCP/IPv4)
-4 Link-Layer Topology Discovery Mapper 1/0 Driver
-4 Link-Layer Topology Discovery Responder

KEKR O

[ Install.... ] [ Uninstall Properties
Description

Allows your computer to access resources on a Microsoft
network.

o) Lo )

MantoHok 2-41. EkpaH BnactuBocrti 3’egHaHHa GeneXpert

(GeneXpert Connection Properties)

8.  Ha expani BnactuBocri 3’equanns GeneXpert (GeneXpert Connection Properties)

(npencraBneHuM Ha MairoHOK 2-42) 3HIMITE Mo3Ha4Ky mopy4 3 Internet Protocol
Version 6 (TCP/IPv6). Buninits Internet Protocol Version 4 (TCP/IPv4), miciist woro
HaTUCHITE Ha BnactuBocTi (Properties). 3’seuthcs expan Bioactusocti Internet
Protocol Version 4 (Internet Protocol Version 4 Properties) (TCP/IPv4).
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—— hl
& GeneXpert Connection Properties u

Networking | Sharing

Connect using:
& Intel(R) 82579LM Gigabit Network Connection

This connection uses the following items:

% Client for Microsoft Networks

421 QoS Packet Scheduler

45} File and Printer Sharing for Microsoft Netwadés
4. Intemet Protocol Version 6 (TCP/IPv6)
B Intemet Protocol Version 4 (TCP/IPv4)
4. Link-Layer Topology Discovery Mapper 1/0 Driver

Description
Transmission Control Protocol/Intemet Protocol. The default

wide area network protocol that provides communication
across diverse interconnected networks.

Lok J[ concel |

V]

MantoHok 2-42. EkpaH BnactusocrTi 3’egHaHHa GeneXpert
(GeneXpert Connection Properties)

-
Internet Protocol Version 4 (TCP/IPv4) Properties M

General

You can get IP settings assigned automatically if your network supports
this capability. Otherwise, you need to ask your network administrator
for the appropriate IP settings.

(©) Obtain an IP address automatically
¥ Use the following IP address:

IP address: 10 .11 .14 . 1

Subnet mask: 255 . 255 . 255 . 224

Default gateway:

Obtain DNS server address automatically

(@ Use the following DNS server addresses:

Preferred DNS server:
Alternate DNS server:
|| vt etngs o et

ok J[ concel |

J|
MantwoHok 2-43. EkpaH BnactuBocTi Internet Protocol Version 4
(Internet Protocol Version 4 Properties) (TCP/IPv4)

9. Ha upomy expani o6epits BukopuctoByBaTn HacTynHy IP-agpecy (Use the following
IP address:). /TuB. MastoHok 2-43.
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10.

11.

12.

13.

14.

BseniTs:

IP-aapeca: 10.11.14 .1

Macka migmepexi: 255 . 255 . 255 . 224

[Ticist mepeBipKy MPaBUIBHOTO BBEACHHS BCiX HOMEpiB, HaTHCHITH Ha OK, 11100

3akpuTH BikHO BractuBocri 3’emnanns GeneXpert (GeneXpert Connection
Properties).

Haruchits Ha 3akputh (Close), mo6 3akpuTu BikHO BiacTHBOCTI 3’ € IHAHHS
GeneXpert (GeneXpert Connection Properties).

3akpuiite BikHO [Tanens kepyBanns (Control Panel), HatucHyBIM Ha X B BEpXHEOMY
MpaBoOMy KyTi EKpaHy.

Sxmio Ha moyarky 1iei cecii i koHDIryparii Bu YBIHIIIN 10 CHCTEMH ITif
ob6ikosuMm 3amucom Cepheid-Admin, 3apa3 Bu maeTe BuitTH 3 HHOTO.

2.9.3.2 HanawTtyBaHHs IP-agpeca (IP Address) ana Windows 10

1. Veiiiaite 10 cuctemu sik Cepheid-Admin a6o Beenits mapons Cepheid-Admin, komu
3’SIBUTHCS TiIKa3Ka TSI IbOTO.
E 2. Ha maneni 3aBmanp Windows HatucHiTh miktorpamy Windows.
3. Oo0epirts MaHenb kepyBaHHsa (Control Panel). Skmmo nepermsmom o6pano Kareropis
(Category), 3’sBuThCst ekpaH, npeacTaBieHuit B MamtoHok 2-44,
Control Panel - [m] X
<« v P > Control Panel v U Search Control Panel

Adjust your computer's settings View by: Category ~

System and Security

Review your computer's status

‘ Save backup copies of your files with File History
Backup and Restore (Windows 7)
: Network and Internet
\ View network status and tasks

Choose homegroup and sharing options
s 4 Hardware and Sound
%‘ View devices and printers
Add a device
Adjust commonly used mobility settings

Programs

Uninstall a program

&

® GER

User Accounts
) Change account type

Appearance and Personalization

Clock, Language, and Region
Add a language

Change input methods

Change date, time, or number formats

Ease of Access
Let Windows suggest settings
Optimize visual display

MantoHok 2-44. BikHo Bci enemeHTn naHeni kepyBaHHA — lepernspg kateropin
(All Control Panel Items - Category View)

4. Harucuite Po3rnaHyTu ctatyc Mepexi Ta 3aBaaHb (View network status and tasks).
3’sBuThCs expaH LieHTp MepexeBoro 38’a3ky Ta goctyny (Network and Sharing

Center). Tus. Manronok 2-45.
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4 Network and Sharing Center

« v 4 & > Control Panel > Network and Internet > Network and Sharing Center

Control Panel Home

Change adapter settings

Change advanced sharing
settings

See also
HomeGroup
Infrared

Internet Options

Windows Firewall

v U Search Control Panel
View your basic network information and set up connections
View your active networks
Network 3
Public network

Access type:  Internet

Connections: @ GeneXpert Connection

Change your networking settings
4Gl Set up a new connection or network
=

Set up a broadband, dial-up, or VPN connection; or set up a router or access point.

[ Troubleshoot problems

Diagnose and repair network problems, or get troubleshooting information.

MantoHok 2-45. EkpaH LleHTp mepexeBoro 3B’a3ky Ta goctyny (Network and Sharing Center)

5.

Harucuite 3MiHUTU HanawTyBaHHA agantepa (Change adapter settings). 3’ sButscs
expad Mepexesi 3’ equanns (Network Connections). Jlus. Manronok 2-46.

I« Network Connections — a X
A & > Control Panel » Network anJgiernet > Network Connections v U | Search Network Connections 0
Organize ~ E- m @
= Bluetooth Network Connection =, GeneXpert Connection Wi-Fi
U Not connected w Network 3 Not connected
X © biuctooth Device (Personal Area ... @ Realtek PCle GBE Family Controller 3 il Intel(R) Dual Band Wireless-AC 72...
3 items ==

MantoHok 2-46. EkpaH MepexeBi 3’eaHaHHsA (Network Connections)

6.

HarucHiTh npaBoro KHOMKOIO Ha psaok 3'egHaHHA GeneXpert (GeneXpert
Connection). 3’sButhes Bumagaroue MeHro. J{us. Mamonok 2-47.
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I Network Connections

- O X
4 & 5> Control Panel > Network and Internet > Network Connections v U Search Network Connections 0
Organize ~  Disable this network device  Diagnose this connection Rename this connection  View status of this connection  Change settings of this connection E- m @
=/ Bluetooth Network Connection 2~ | GeneXpert Connection = Wi
*F Not connected *p Network &E. Not
X © Bluctooth Device (Personal Area ... & Realtek P & Disable tel(R) Dual Band Wireless-AC 72...
Status
Diagnose
€ Bridge Connections
Create Shortcut
) Delete
€ Rename
€ Properties
3items 1 item selected ==

MantoHok 2-47. EkpaH MepexeBi 3’eaHaHHs (Network Connections) 3 Bunagaroumm meHwo

7.

Bubepite Bnactusocrti (Properties) 3 Bunanarouoro menro. Expan, mpeacTaBieHuii B
MaitoHoK 2-48, 3’SIBUTHCS IS TIEPETIISTY.

# GeneXpert Connection Properties X
Networking  Sharing

Connect using:
& Realtek PCle GBE Family Controller

This connection uses the following items:

QoS Packet Scheduler ~
N I intemet Protocol Version 4 (TCP/IPv4) |

. Microsoft Network Adapter Multiplexor Protocol

4 Microsoft LLDP Protocol Driver

. Intemet Protocol Version 6 (TCP/IPv6)

& Link-Layer Topology Discovery Responder
. Link-Layer Topology Discovery Mappe

x

REKCOKO

Driver v
>

A

Install...

Description

Transmission Control Protocol/Intemet Protocol. The default
wide area network protocol that provides communication
across diverse interconnected networks.

Uninstall

Properties

QK Cancel

MantoHok 2-48. ExpaH BnactuBocTi 3’egHaHHA GeneXpert
(GeneXpert Connection Properties)
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10.

11.

12.

13.

14.

Ha expani BnactuBocti 3’eqnanns GeneXpert (GeneXpert Connection Properties)
(mpencrasieHuM Ha ManroHok 2-48) 3HiMITE TTO3Ha4YKy Topyu 3 Internet Protocol
Version 6 (TCP/IPv6). Buzinits Internet Protocol Version 4 (TCP/IPv4), miciist woro
HathcHITH Ha BnactuocTi (Properties). 3’siButhest ekpan BiactusocTi Internet
Protocol Version 4 (Internet Protocol Version 4 Properties) (TCP/IPv4).

Internet Protocol Version 4 (TCP/IPv4) Properties X
General

You can get IP settings assigned automatically if your network supports
this capability. Otherwise, you need to ask your network administrator
o for the appropriate IP settings.

O Obtain an IP address automatically

(@ Use the following IP address:;

IP address: [10.11.14. 1 |
Subnet mask: | 255 . 255 . 255 . 224 |
Default gateway: I—I

Obtain DNS server address automatically

(@) Use the following DNS server addresses:

Preferred DNS server: I:l
Alternate DNS server: I:l

[ validate settings upon exit \ Advanced...

-

ManwoHok 2-49. EkpaH BnactuBocTi Internet Protocol Version 4
(Internet Protocol Version 4 Properties) (TCP/IPv4).

Ha nisomy expani o6epite BukopuctoByBatu HactynHy IP-agpecy (Use the following
IP address:). /Tus. Mamonok 2-49.

BeeniTs:

IP-aapeca: 10.11.14.1

Macka migmepexi: 255 . 255 . 255 . 224

[Ticist mepeBipKH MPaBUIBHOTO BBEICHHS BCiX HOMEPiB, HaTUCHITH Ha OK, 106

3akputH BikHO BractuBocri 3’ ennanns GeneXpert (GeneXpert Connection
Properties).

Harucuite Ha 3akputy (Close), 106 3axputu Bractusocri 3’ eqnanns GeneXpert
(GeneXpert Connection Properties).

HarucHith no3Hauky X y BEpXHbOMY IPaBOMY KyTi €KpaHa, 11100 3aKpHUTH BIKHO
[Nanens kepyBanus (Control Panel).

Skmo Ha movarky i€l cecii st KOHQITYpaIii BU YBIHIIIN O CHCTEMH il
o6ikoBuM 3amrcom Cepheid-Admin, 3apa3s Bu Maete BUATH 3 HBOTO.
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210 KepyBaHHSi aBTOMaTU4YHMMU OHOBJIEHHAMM
Windows 10

Windows 10 po3pobnena kommaHiero Microsoft uist mocTitHOTO aBTOMaTHYHOTO
oHonyeHnHs. Kommnanist Cepheid BusiBHIIa, 110 i Yac HACTYITHOIO 3aBaHTAXXCHHS TECTH,
IO TPUBAIOTh, MOXYTh OyTH BTpayeHi.

PexomeHnparii: 3MiHITh TPYMOBY MOJIITHKY, 1100 KIIEHT MIT KOHTPOJIOBATH, KOJIH
3aBaHTa)XyBaTH Ta BcTaHOBIIOBaTH 3MiHn OC.

Axwo Baw IT-Bigain npuegHae komn’totep GeneXpert oo mepexi Bawoi komnaHii (Hanpuknag,
Mpumitka Active Directory, LDAP, gomeH), To Taki 3MiH1 MOXyTb ByTu BigMiHeHi. He 3abyabTte noBigoMuTy cBii
IT Bigain npo pekomeHAoOBaHi 3MiHW, HaBeAEHiI HXKYe.

Mpumitka Lis 3miHa He BnnuHe Ha Bawwi aHTuBipycHi oHoneHHs Windows Defender.

Mpumitka Byab nacka, BHECITb Lit0 3MiHY B TOW Yac, KOnu TeCTU He NMPOBOASATLCS.

1. Harucuits knaBinty Windows i BBenite Pegakrop rpynosoi nonitukm (Group Policy
Editor).

2. Toxsiiine natuckauus KoHdirypauisa komn”otepa (Computer Configuration) ->
AnmidictpaTtusHi wabnonu (Administrative Templates) -> Windows komnoHeHTH
(Windows Components) -> Windows oHoBneHHsi (Windows Update).

3. TlozasiiiHe HaTrckaHHs HanawTyBaHHS aBTOMaTUYHMX OHOBNEHb (Configure
Automatic Updates).

4. Bubepits YBiMKHeHo (Enabled).

5. Bubepits: 2 - [oBiROMUTHM NPO 3aBaHTaXeHHS Ta aBTOMaTH4Hy ycTaHoBKY (Notify for
download and auto-install).

6. HarucHits kHOtIKy 3actocysatu (Apply).

7. Harucuits xHonky [onepepHi HanawTyBaHHA (Previous Setting).

KopuctyBau moBuHeH yBiMKHYTH HanamTyBaHHS aBTOMaTHYHOTO
Mepe3aBaHTXEeHHS, HEOOX1THOTO I OTPUMAaHHS OHOBJICHb.

8.  Bubepits YBiMKHeHO (Enabled).
9. Bubepits 2 - [lii kopuctysaua (User Action).
10.  Haruchits kHonky 3actocyBatu (Apply).
11. HarucHite kHonky OK.
12.  3akpuiite BikHO Pepakrop rpynoBoi nonituku (Group Policy Editor).
13. IlepezaBaHTaXTe KOMI IOTEp, MO0 3MIHU BCTYIIHIN B CHITY.

[Mocunanns - https://docs.microsoft.com/en-us/windows/deployment/update/
waas-wu-settings#configure-automatic-updates
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2.1

MpumiTka

Mpumitka

Mpumitka

MiaTBepaXeHHA 3MiH

1. Harucuirs Po3novary (Start), marucuites HanawTtysanHs (Settings) (smauox
HaJIalUTyBaHH:).

2. Harucuite OHoBneHHA Ta 6e3neka (Update and Security).

3. KopuctyBad 3Moke m0OAUUTH MOBiqOMIICHHS “[leAKUMM HanalTyBaHHAMMU Kepye
Bawa opraHisauis (Some settings are managed by your organization)”.

4. Kopucrysay 3moxe nodauntu HasiBHi oHoBneHHs (Updates available).

5. KopucryBad 3M0e 3aBaHTa)XyBaTH Ta BCTAHOBJIIOBAaTH OHOBJICHHS TIiJT 9ac
3aIlJJAaHOBAHUX THDKHEBUX TMEPiOJIiB TEXHIYHOTO 0OCITYyTrOByBaHHS, KOJIH TECTH
HE BUKOHYIOTHCA.

3anyck nporpamHoro sa6eaneyeHHsi Bnepiue

BxumrouiTh anamizarop(-u) GeneXpert. Ha nepenniii nmaHesni aHanizaropy 3aropuThCst
MAaJICHbKW CHHIN 1HIUKATOP.

Ananizatop GeneXpert noTpibHO yBIMKHYTK A0 3anycKy nporpamHoro 3abesneyeHHs GeneXpert.
Akwo aHanisaTop nonepeaHL0 He YBIMKHYTW, MporpamHe 3abe3nevyeHHst He po3ni3Hae Moro.

[Ticnst BCTaHOBJICHHS CUCTEMH Ta HAJAIMITYBAaHHSI KOMIT IOTEPY, IporpaMHe 3a0e31eueHHs
GeneXpert Dx 3amycTUTbCsl aBTOMAaTUYHO TIPH BXO/1 O 0OJIIKOBUX 3alMCiB KOPUCTyBa4a
Cepheid a6o Cepheid-Admin.

[epmmmii pa3 xonu mporpaMHe 3a0e3neueHHs MOYHHAE PoOOTy, BaM He Tpeba MaTu
iM’s1 KopHECTyBada Ta apoib. licis Bu3HaueHHS mMpodiIio IS agMiHicTpaTopa

(muB. Poznin 2.13, BusHaueHHs KOpUCTYBadiB Ta JO3BOJIIB), IpOrpaMHe 3a0e3MeyeHHs
Oyzie KOXKHOTO pa3y MUTATH iM’ sl KOPHUCTyBa4a Ta Mapoiib, KO TOYHMHAE POOOTY

(muB. Po3znin 5.2.3, 3amyck mporpaMHOTO 3a0€3MEeYeHHS).

Komu mporpamue 3abe3nedeHHs moYnHae poOOTy, 3eJICHII BOTHUK KOPOTKOYACHO OJTMMae
HaJ KOKHUMH JIBEPUATAMU MOIYJIO, aJI¢ TIOTIM BUMHKAETHCS.

Ko mporpama 3arryckaeThCst BIIEpIIIe IMicIsi BCTAHOBIICHHS, 3 BISETHCS /11aIOTOBE
BikHO TinTBepmxeHHs [IpusHauenHs nitepu ananizatopy (Haznauenne OykBbI
aHanm3aropy) (auB. MamroHok 2-51).

Micna aBTOMaTMYHOrO NPUCBOEHHS MITEPU aHani3aTopy Ta KOXHOro pasy, Konv nporpamHe
3abe3neyeHHs 3anyckaeTbCs Nicns Uboro, 3'aBnsAeTbcs BikHO cuctemn GeneXpert Dx 6e3
JianoroBoro BikHa niagTBepAXeHHs MNpusHaveHHs nitepun aHanisatopy (HasHauyeHue OykBbl
aHanusatopy). Mpote, B1 nobaunTe gianoroee BikHO Mpu3HavyeHHs NiTepu aHanisaTopy
(HasHayeHne GykBbl aHann3aTopy), SKLWO BU MigKNIOYUTE HOBUI aHanisaTop, Nicrs 4oro 3anycrute
nporpamMHe 3abe3neyeHHs.

KoxxHoro pasy, konu Bu Buxogute 3 nporpamu GeneXpert Dx 6e3 BUMKHEHHS! KOMM'toTepa, ABidi
HaTucHiTb Ha niktorpamy GeneXpert DX, wo6 nepesanyctuti nporpamy.
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BaxnuBso

Nonb3oBarenb YnpaeneHwe AaHHbIMA OTyerol H " 06cr

He BcTtaHoBntoMTe HOBY Bepcito Microsoft SQL Server Express, iHakwe nporpamHe
3abe3neyvyeHHsA nepecTtaHe 3anyckatuca. Hanpuknapn, He cnig BctaHoBnoBaTtu SQL Server
Express 2017 3amictb SQL Server Express 2012. MpoTte MoxHa BCTaHOBMIOBaTU NakeTn

oHoBrneHHA (SP1, SP2, SP3 Towo) ans nonepeaHbLo BCTaHOBMeHoi Bepcii SQL Server
Express.

1. 3amycriTe nporpamue 3a0e3neueHass GeneXpert Dx:

Ha po6ouomy croni Windows HaTHCHITh JBa pa3u Ha mikTorpamy GeneXpert Dx
(muB. MaoHok 2-50).

Genexpert Dx

ManroHok 2-50. 3Hauok sipnuka cuctemun GeneXpert Dx
abo
*  Ha naneni 3aBnans Windows, HaTHCHIT Ha miktorpamy Ctapt (Ctaprt), Ta
BuOepits Bei nporpamu (Bee nporpammbi) > Cepheid > GeneXpert Dx.

3’sBuThCs BikHO cucteMu GeneXpert Dx. /luB. MamroHok 2-51.

MNonb3oBarenk <He

Co3parb aHanmus MpoeepuTs CTatyc OCTaHOBHTb aHanNu3 MpocmoTp pes. OnpeaenuTs TecTsl Onpegenuts rpadukn O6cnyxuBanue
Moaynn : AHanM308 C MOMEHTa 3anycka
HaianNs ™ Xoa Ocr:::“eﬁecu ; D Hassaune | Monb3o- | Pe3ynb- Tecr Craryc C::::’ fara
moayns Tecr & a BHI::(‘)':- Craryc e obpasua Moa. parens Tar P 3anycka
aHanusa

A1 [focrynxHo
[ocrynko
[focrynHo

MNpucsouts Gykey ananusatopy

fﬁj Ananuzaropy [A] 6611 npudihe

MantoHok 2-51. CuctemHe BikHO GeneXpert Dx
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MpumiTka

MpumiTka

Mpumitka

212
2121

Mpumitka

Mporpamue 3abesneveHHst GeneXpert Dx npautoe 3 onepadiiHimmn cuctemamu, Windows 7 i
Windows 10. EkpaHu, HaBefeHi B LibOMY KEpPIBHULTBI, iNMtOCTPyOTb pOo6OTY NporpamMHoro
3abe3neyeHHs GeneXpert Dx y cuctemi Windows 7. EkpaHu, wo intoctpytoTe poboty GeneXpert Dx
y cuctemi Windows 10, 6yayTb aHanoriyHMmum.

MOMBO, 3BEPXY 3'ABUTLCS eKpaH OHOBMeEHb i3 nosigomneHHsm OHOBNIOKTLCA BOYAOBaHI

¢yHKuii Mmogynsa (OOHOBNAOTCA BCTPOEHHbIE (PYHKLUM MOAYNSA). Liei npouec OHOBMEHHS
NOBUHEH 3aBepLUNTUCA, nepLul Hi>K BU 3MoXeTe NPOaOBXUTHU.

2. 3Bepxy 3’saBUThCS ekpaH [Ipu3HaueHHs niTepu aHamizaropy (Ha3znaueHne OykBbI
aHaJIM3aTopy), 0 BKA3y€E Ha Te, 10 aBTOMAaTHYHE NMMPUCBOEHHSI aHAi3aTopY(-iB)
3aBepiieHo. 11106 npomosxuTy, HaTHCHITE Ha OK 17151 TOTO, 11106 BU3HATH IIFO JIif0 T4
3aKpUTH J11aJIOTOBE BIKHO.

3. Ilicns Toro, sk 3aKpHeThes BikHO [Ipr3HaueHns mitepu aHamizaropy (Ha3znauenne
OyKBBI aHAIM3aTOPY), CTaHE BUANMUM Jianoroe BikHO KepyBanHs 0a3010 qaHnx
(YnpaBnenue 6a30ii qaHHBIX) (paHille cXoBaHE HaKJIadaHHAM BikHa [Ipu3HaveHHS
nitepu aHanizaropy (Hasnadenue OykBel ananuzaropy)). HarucHite Ha Hi (HeT) B
niajgoroBomy BikHI KepyBanHs 6a3zoro nanux (YmpapieHrue 0a30# TaHHBIX ), MO0
MIPOIOBXKUTH pOOOTY.

Ockinbku Lie nepLuMin 3anyck NporpaMHoro 3abesneyeHHs, 3aBaaHHs ANs kepyBaHHsA 6a30t0 AaHWX
BiACYTHI.

lNpusHayeHHA NiTep aHanisaTopy

Mpu3HavyeHHAa niTep aHanizatopy (aHanizatopun GX-l, GX-II
Ta GX-IV)

Llen po3ain onucye 3aBaaHHs, ki MOXYTb BUKOHYBaTU NvLle agMiHicTpaTopy cuctemu
GeneXpert Dx Ta kopucTyBaui 3 BiANOBIAHNMY MOBHOBAXEHHSIMMU.

[Tpu mepiomy 3amycky mporpaMHOTO 3a0e3MeUeHHs Micis iHCTANALI1, TporpaMHe
3a0e3MneueHHsT aBTOMAaTHIHO PU3HAYNTh OYKBU aHAII3aTopy. 32 3aMOBUYBaAHHSIM
nporpaMHe 3a0e3neueHHs aBTOMaTHuHO npu3Hadae OykBy (A, B Tomo) ams
imeHTrdiKamii KOXKHOTO aHaIi3aTopy, MiTKII0YCHOTO 10 KoMt totepa. KpiM Toro,
nporpaMHe 3a0e3neueHHs Takox npusHadae Homep (1, 2, 3 abo 4) ans KOKHOTO
BCTAHOBJICHOTO MOJYJIA, 371iBa HanpaBo. Hampukitan, Al - me meprmuit abo aiBuil MOIYITh
aHamizaropa A. Inentudikarop aHamizaTopy Ta MOIYIIO 3 sBIsIEThbCs y cToBmii Ha3Ba
mogynio (HazeaHue moAayns) y BCix BikHaX IporpaMHOTO 3abesneueHHs. JuB.

Mamronok 2-52.
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Co3parb aHanus MNposepuTsb craryc OCTaHOBHTL aHanNu3 Mpocmotp pes. OnpenenuTs TecTbl Onpepnenurts rpadukn 0O6¢cnyxuBanne

Moaynu : AHanu30B C MOMEHTa 3anycka
Ocrasweecs Cocro-
Xoa D Hazganuwe | Monb3o- | Pesynb- Dara
Hazsaune D Bpems Tecr |Craryc| sHue
MonynA Tecr e B:;::g- Craryc obpasua mog. Barens Tar ounory  32NYCKa
ananusa

B1 JLloCTynHO!

B2 JLloCTynHo!

B3 BoctynHo g

B4 Mpucsouts Gyksy aHanmsatopy I é

,B_;j [B] 6bin HHbIA HOMEp 803488.

MantoHok 2-52. CuctemHe BikHo GeneXpert Dx 3 HaknageHMM 3Bepxy AianoroBum
BikHOM lNpu3HayeHHs nitepu aHanizaTopy (HaszHavyeHue GykBbI aHanu3saTopy)

1. B miamoroBomy BikHi [Ipn3HadeHns mitepu anHamizaropy (Ha3znauenne OykBbI
aHanmu3aropy), HatucHiTh Ha OK, 1106 miATBepAUTH MpU3HAYCHHS JTiTepu (abo JiTep)
aHai3aToOpy Ta 3aKPUTH JiaJI0TOBE BiKHO. 3’ IBUTHCS AiaioroBe BikHO KepyBaHHS
0azoro nanux (YmpaeineHue 0a3oi AaHHBIX) (quB. ManroHok 2-53).

Mpumitka Y pasi HeobxigHOCTi BM MaTtumeTe 3mMOory nidHille 3MiHUTW NMPU3HaYeHHs NiTep y LboMy po3gini.

Mpumitka Mpuknagy uboro po3giny nokasyrTb, K 3MiHUTK BykBy aHanisatopy «B» Ha «A».

2. Harucwuits Ha Hi (HeT) B mianorosomy Bikui KepyBanus 6a30t0 ganux (YipasieHue
0a30i1 JaHHBIX) 00 MPOJOBKUTH POOOTY.

3. V¥ Bikui HaragyBsauus npo apxiByBaHHs aHanizy HatucHith Hi (HeT), o6
MPOAOBXKUTH (IuB. MaroHok 2-54). 37 sButhcs ekpa cuctemu GeneXpert Dx
(muB. MaioHOK 2-55).
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Mons3oearens <Het

Cosparb aHanus MNposepuTs CTatyc OCTaHOBHTL aHaNU3 Mpocmotp pes. Onpefenuts TecTsl OnpepgenuTs rpaduku 0O6cnyxusanue
[ Mogynu : AHanK30B C MOMEHTa 3anycka
iy D Xon OCr:am:‘eca D Ha3zsahue | Monb3o- | Pesyne- Toor D Cravee. C:"c:: Para
Tect BbINON- Craryc o obpasua moa. Batens Tar Iy 3anycka
moayna obpasua o
ananuza
B1 AoctynHo
B2 | AoctynHo
B3 HocrynHo! A
B4 | Boct v pasnenve 6ason aanHbix [
" ?
?‘ Bel xoTHTE no 6a30# JaHHBIX?

[ ] | er |

av

MantoHok 2-53. CuctemHe BikHO GeneXpert Dx 3 HaknageHUM 3Bepxy AianoroBum
BikHoM KepyBaHHs 6a3oto paHux (YnpaBneHue 6a3on AaHHbIX)

ﬂGeneXpen@ Dx System - v
Monb3oearens <He

Cosparb ananus MNpoBsepursb craryc OCTaHOBHTL aHaNK3 Mpocwmorp pes. Onpegenuts TeCTbl Onpenenuts rpaduku 0O6cnyxuBanune
Moaynu N AHanu3oB C MOMeHTa 3anycka
OcraBuweecs | Cocro-
Xoa 2 D Hazganue | Monb3o- | Pesynb- fara
BEEERE Tecr = BbINON- Craryc Epews ’| obpazua moz. Barenb Tar IECHCIIVE AHME | anycka
moayns obpasua e g
B1 [DoctynHo
LoctynHo|
Doctynko|
B Ay 06 apxusup [
L7 fivac?
7| ApXHBHPOBaHHE NPOCPOYel LINONHHTL aDXHBHPOBaHHE Ceiyac?
|| 252

MantoHok 2-54. CuctemHe BikHO GeneXpert Dx 3 HaknageHMM 3Bepxy Aianorosum
BikHOM HarapgyBaHHs1 npo apxiByBaHHS1 aHanisy
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| B GeneXpert® Dx System

Oryersl ikn O Mons3ogarens <He:
] oA o § 0
bl 16 Bl @ B I K
=Di | 2
& Ly - « 728 N
Co3parb aHanus MpoBeepuTsL cTaryc OCTaHOBHTbL aHANK3 MpocwmoTtp pes. OnpefenuTb TecTbl Onpeaenuts rpaduku 0O6cnyxuBanue
Mogynu AHaNWU30B C MOMEHTa 3anycka
P > Xon °°':°":;e°" D Haseanwe | Momeso- | Pesyne- | oo [ C:::: Dara
Tecr BbINON- Craryc el obpasua mog. BaTens Tar ! = | 3anycka
moayns obpasua e
B1 JocTynHo!
B2 | [LocTynHo
B3 | HAocrynHo
B4 AoctynHo

MantoHok 2-55. CuctemHe BikHO GeneXpert Dx

4. B cucremuomy BikHi GeneXpert DX, HaTucHiTh Ha HanawTtyBaHHaA (HacTpoiku) B
naHesi MeHro, micist 4oro obepith [IpU3HaYeHHs nitepu aHanisatopy (HasHayeHue
OyKBbI aHanu3aTopy). 3’ aBUTHCS AiajoroBe BikHO [IpU3HAYEHHS JTITEPH aHATi3aTOPY
(Haznauenne OykBwI aHanmmu3aropy). JJuB. ManroHok 2-56. Y Toif e yac 3eneHi
CBITJIOJIOHI IHIUKATOPH YOTUPHOX MOJIYIIB, IO CKJIaIal0Th OOpaHUil KBaIpPaHT,
MOYHYTh OJMMAaTH.

B GeneXpert® Dx System

llr

Ynpaenexue nonb3osarensimu

‘v | X
l." ' @i HacTpoiika THNa nonb3oBarens
"{«'. ‘ LY KoHAHrypaums cuCTems! S

Co3parb aHanu3 MpoeepuTb Craryc . OnpeaenuTs TecTbl Onpenenuts rpaduku 06cnyxusanne

Moaynu b AHanu3oB C MOMEHTa 3anycka
Ocrasweecs Cocro-
Xoa D Hasgauue | Monb3o- | Pesynb- Dara
. Tecr Y BLINON- Craryc Bpeus obpasua Moz, Barens Tar JECHN| SRV | e 3anycka
Moayna obpasua S
B1 RoctynHo
B2 [octynHo
B3 [AocrynHo
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MantoHok 2-56. CuctemHe BikHO GeneXpert Dx, ike AeMOHCTPY€E BUNagarye MeHH
Ons HanawTyBaHHA
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5. Jlns toro, mio6 3MiHHUTH JIiTepy, IPU3HAYEHY aHaJi3aTopy, HATUCHITH Ha BUOIp
MOTPIOHOTO aHAII3aTOPY, MiCIIsE YOr0 HATHCHITH Ha 3MiHUTK niTepy (U3MeHUTb OyKBY)
B miajoroBomy BikHY [Ipu3HadeHHs niTepu aHanizatopy (HasHaueHune OyKBbI
aHanm3atopy) (auB. Manrorok 2-57).
3’BUTHCSA AlaoroBe BikHO 3MiHUTH JiTepy (M3MeHUTH OyKBY), SIK TIpEACTaBICHO

B MamtoHok 2-58. O0epith JiTepy A MPU3HAYCHHS MOAYIIO (Y1 MOAYIISIM),
KOPHUCTYIOUHCH CTPIJIKAMH J1aJIOTOBOTO BikHa 3MiHUTH JiTepy (M3MeHUTH OyKBY).

M @ Bl & &

Co3parb aHanus MpoBepuTsL cratyc OCTaHOBHTL aHaNK3 MpocmoTp pes. OnpefenuTs TeCTbl Onpegenurs rpadukn 0O6cnyxuBanue
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MantoHok 2-57. CuctemHe BikHO GeneXpert Dx 3 HaknageHMM 3Bepxy AianoroBum
BikHOM lpu3HaveHHA nitepu aHanisaTtopy (HasHayeHne 6GyKkBbl aHanu3aTopy)

Oryersl iikn O o Monb3oBarens <He!
" W = T
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Co3parb aHanu3 MNpoeepurs craryc OCTaHOBHTL aHanNu3 Mpocwmorp pes. Onpeaenurs TecTbl Onpepnenurs rpadukn 0O6cnyxusanne
Mogynu : AHanu30B C MOMEHTa 3anycka
[ | I Lo Ll | I | | | Cocro-
Hassakmne BN 6 -— - - )| e | e
ace pucsowTs Gykey aHaausaTopy h » pa— - - - - | 3anycka
moayns
3 ], 4T06L! YTb 3TOT 3KPaH NOCIIE HAa3HAYEHHA BCEX aHANIH3aTOPOB.
B1
52 Ananu3atop [ cH [ MAC-aipec
B3 B \ 803488 / 0.21.38.0.39.15
s
B4 Cwme) Gyxsy ﬁ
OTMeHHTL
I CueHuTs Gyky | I 3aKpbiTe
y
L [

MantoHok 2-58. CuctemHe BikHO GeneXpert Dx 3 HaknageHMM 3Bepxy Aianorosum
BikHOM 3MiHuTK niTepy (U3meHnTb OyKBY)
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6. Ilicns 3Minu npu3HadeHol Jitepu, HatucHITH Ha OK. [lu. MasroHok 2-58.

7. Harucuith Ha 3aKpUTH (3aKPbITb), 11100 3aKPUTH AiaioroBe BikHO [Ipu3HauCHHS
mitepu ananizatopy (Hasnauenue OykBbI aHam3aTopy) (auB. ManroHOk 2-59).
Hianorose BikHO [Ipu3HaueHns mitepu ananizaropy (Haznauenue GyKkBbI
aHanm3aTopy) OyJe BKa3yBaTH HOBE MPU3HAYSHHS JIITEPH aHAII3aTOPy IS MOIYJIiB.

Rooches o W ¥ -
- S| 3
El & &

N M

Co3parb aHanus Mpoeeputsb craryc OCTaHOBHTL aHaNMU3 Mpocwmorp pes. OnpefenuTs TecTbl Onpenenuts rpaduku 0O6cnyxusanne

Moaynu AHANH30B C MOMEHTa 3anycKa
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MantoHok 2-59. CuctemHe BikHO GeneXpert Dx 3 HaknageHMM 3Bepxy AianoroBum
BikHOM lMpu3HavyeHHA nitepu aHanisaTtopy (HasHayeHne 6GyKkBbl aHanu3aTopy)

8. Harucuits na OK, n106 3akpuTs miamorose BikHO [Ipu3HaueHHS TiTEpPH aHATi3aTOPyY
(Haznauenne OykBwI aHanmm3aropy) (nuB. ManroHok 2-60). Ha3Ba momymst
OHOBJIIOETHCSI HOBUMHU JIITEPAMHU aHAIIi3aTopy.
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MantoHok 2-60. CuctemHe BikHo GeneXpert Dx 3 oHoBneHum lNpu3HavyeHHAM niTepu
aHanisatopy (HasHayeHune 6ykBbl aHanu3arTopy)

3’sBuThCs cucteMHe BikHo GeneXpert DX, sike BijoOpakaTuMe OHOBJICHE ITPU3HAUYCHHS
JiTepu aHamizaropy (nuB. ManroHok 2-61).

r
B2 GeneXpert® Dx System
B
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il

Mons3osarens <Her>|

1%

©)

Co3parb aHanus

TpoBepHTL CTaTyc

OCTaHOBHTL aHanu3
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MantoHok 2-61. CuctemHe BikHo GeneXpert Dx npu nepe3aBaHTaXeHHi cuctemu

CroHirypyite mporpaMHe 3a0e3MEeUCHHS Ta TOJATKOBI KOMITOHEHTH KOMIT F0Tepa.
Jnst mogpo6une muB. Po3nin 2.13, BusHaueHHS KOPUCTYBaYiB Ta JI03BOJIIB.
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212.2 Tlpu3aHayveHHs niTep aHanizaTopy (aHanizatopu GX-XVI)

JInwe agminictpatop cuctemn GeneXpert Dx abo kopucTyBadi 3 HaNeXHVMU MOBHOBAXXEHHSIMU B

Mpumitka ; : .
3MO3I NMpu3HavaT niTepun aHani3aTopy.

[Iporpamue 3a6e3neucHus GeneXpert Dx aBTomarndHo mpu3Havae jitepy (A, B, C
a6o D) ansa imenTudikanii koxxHOro kBagpanty anaiizaropy GeneXpert GX-XVI,
MIpUETHAHOMY JI0 KOMIT toTepa. MatoHOK 2-62 1eMOHCTpYE KMV YUHOM CHCTEMa
0aunth KOKHUI KBagpaHT GX-XVI.

GeneXpert.

KsagpaHTt C KBagpaHT D

KeagpaHTt A KBagpaHTt B

MantoHok 2-62. Jlitepu npusHayeHi kBagpaHTam (GX-XVI npeacraBneHi)

Kpim Toro, nmporpamue 3abe3neueHHs Takok npu3Hadae Homep (1, 2, 3 abo 4) mis
KO)KHOTO BCTAHOBJIGHOTO MOAYJIsL, 311iBa HanpaBo. Hanpuknan, C1 - ue nepumii abo
niBuiA Moxynh aHaiizatopa C (kBampant C). InenTudikaTop aHamizaropy Ta MOTYITIO
3’sBisieThest y croBmii Haza mogynio (HazBaHue Moaynsl) y Bcix BiKHaX MpOrpaMHOTO
3a0e3IedeHHsl.

[Tpu mepiomy 3amycky IporpaMHOTO 3a0€3MeUeHHs MICHs iHCTANLI1, TporpamMHe
3a0e31eueHHsT aBTOMAaTHYHO TIPU3HAYNTh OYKBU aHaIi3aropy (IIPOAEeMOHCTPOBAHO B
kostoHIi Mozayni (Moaynu) miBopyd Bin cuctemHoro BikHa GeneXpert Dx). {uB.
Mamnronok 2-63.

Ha npuknagax ekpaHy, nokasaHux y LuboMy po3aini, y GeneXpert GX-XVI € nuwe Bicim Mmoaynis,

Mpumitka 8 : )
BCTAHOBINEHUX Ta akKTUBHUX (He NOBHUI KOMNIEKT i3 16 MO,CI,yJ'IIB).
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MNonsb3osarens <He
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Co3aparb aHanus MNpoeeputs craryc OCTaHOBHTL aHanNu3 Mpocwmorp pes. Onpefenurs TecTbl

Onpepnenuts rpaukn 06cnyxuBanne

Moaynu : AHanu308B C MOMEHTa 3anycka
S 5 Xon “““;“"‘ D Hassanwe | Mlomsso- | Pesyne- | [ c:::: para

Aot Tecr BbINON- Craryc L obpasua moa. Barens Tar 2 | 3anycka
moayna obpasua B

A2 AoctynHo

A3 [LoctynHo

Ad AoctynHo

c1 Mpucsounts Gyksy aHaausatopy &

c2 N—

c3 fﬁ Ananu3saropy [A] 6bin BOEH CEePHHHbLIA HOMEep aHanu3saropa 707822.

c4 4 Ananuzaropy [C] 6bin np eH CepHiiHbIA HoMep aHanu3atopa 707823.

MantoHok 2-63. CuctemHe BikHO GeneXpert Dx 3 HaknageHMM 3Bepxy Aianorosum
BikHOM lMpu3HayeHHA nitepu aHanizaTtopy (HasHayeHune GyKkBbl aHanu3aTopy)

1. B giamoroBomy BikHi [Ipu3Hauenns nitepu aHanizaropy (Hasnauenue OykBbl
a”amm3aropy), HatucHiTe Ha OK, 11006 miATBEpAUTH PU3HAYEHHS JTITEPH
anamizaropy. Konu 3akpuerscst gianoroe BikHO [Ipu3HadueHHs JiTepu aHai3aTopy
(HazHnaueHne OyKBBI aHATIN3aTOPY), 3’ IBUTHCS JiaioroBe BikHO KepyBanus 0a3010
nanux (YmpasieHnue 6a30i NaHHBIX) (AUB. ManroHOK 2-64).

MNoumiTka Y pasi HeobxigHOCTi BM MaTtumeTe 3MOry nidHille 3MiHUTW NPU3HaYeHHSs NiTep aHanisatopam y
P LbOMY po3aini.

Mpumitka Mpuknagu uboro po3ainy nokasytoTb, K 3MiHUTK BykBy aHanizatopy «C» Ha «B».

2. Harucuits Ha Hi (HeT) B mianorosomy Bikui KepyBanus 6a3010 ganux (YipasieHue

0a30i1 JaHHBIX) 00 TPOAOBKUTH POOOTY. 3’ IBUTHCS cUCTEeMHUI ekpaH GeneXpert
Dx (muB. MairoHok 2-65).
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MantoHok 2-64. CuctemHe BikHo GeneXpert Dx 3 HaknageHMM 3Bepxy AianoroBum
BikHoM KepyBaHHs 6a3oto gaHux (YnpaBneHue 6a3on AaHHbIX)

B GeneXpert® Dx 5

n OryeTsl iikn O O nporpamme Monb3ogarens <He:
| . = N >0
2 @jﬂ @ QL @ # o]
% N b e /0 8
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MantoHok 2-65. CuctemHe BikHo GeneXpert Dx

3. o6 OyTu BrieBHEHMM, IO MPU3HAYEHI JITEPH CHIBIAJAI0Th 3 aHATI3aTOPOM
GeneXpert GX-XVI, narucuits Ha HanawTtyBaHHsa (HacTpoiku) B maHesi MeHto, Ha
cucteMHoMy BikHI GeneXpert Dx (nuB. MantoHok 2-66), miciist 4oro 00epith
Mpu3HayeHHA nitepu aHanizatopy (HazHaueHne GyKBbI aHaNU3aTOPY) 3 BUIIAJAIOYOTO
MeHI0. 3’ IBUThC Jianorose BikHO [Ipu3HadeHHs nitepu aHanizaropy (HasznaueHue
OyKBHI aHANMH3aTOpy) (IUB. MamtoHOoK 2-67). V Toii e 4yac 3eJeHi CBITIO0Mi0IHI
IHAMKATOPH YOTUPHOX MOYIIIB, IO CKJIAJAI0Th OOpaHMii KBaJPAHT, IIOYHYTh
Onmmmary.
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Ynpaenexue nonb3osarenaMu
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Co3narb aHanus MpoeepuTsL craryc TIpHCEOMTL GyKBy aHanusaropy MOTD pes3. Onpenenurts TecTbl Onpenenuts rpadukn
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MantoHok 2-66. CuctemHe BikHo GeneXpert Dx, ike AeMOHCTPY€E BUnagarye MeHH
AN HanawTyBaHHA

4. [ns Toro, mo0 3MIHUTH JiTEpy, NPU3HAYEHY aHANIi3aTopy, HATUCHITH Ha BUOIp
MOTPiGHOTO aHaIi3aTopy, MICIIA YOr0 HATUCHITE Ha 3MIHUTK niTepy (U3MeHuTb OyKBY)
B miajoroBomy BikHY Ilpu3HadenHs nitepu aHanizatopy (HasnaueHune OyKBbI
aHanm3aropy) (muB. MamroHok 2-67).

3’SIBUTKCS AlaoroBe BikHO 3MiHUTH JiTepy (I3MEHHUTH OYKBY), SIK TIPEICTABICHO B
Mamnrorok 2-68. O0epiTh JiTepy A MpU3HAYEHHS MOAYIIO (91 MOIYIISIM),
KOPHUCTYIOUNCH CTPIIKAMH JiaJIOTOBOTO BikHA 3MiHUTH TiTepy (M3MeHHUTH OyKBY).
Bubepits OykBy, sika BiINOBiga€ KBaJAPaHTY, BU3HAUCHOMY YOTUpMa OIMMal0uuMH
MoaynsiMu. Hampuknan, SKio HbKHIM npaBuii koMmruiekT monyiiB (KBanpanT B
MasroHok 2-62) 6numae, 06epith B y sikocTi HOBOI ntiTepu.

2-58
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Co3pnarb aHanus Mpoeeputs CTatyc OCTaHOBHTL aHanNMu3 Mpocwmorp pes. OnpeaenuTs TecTsl Onpenenuts rpadukn
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MantoHok 2-67. CuctemHe BikHO GeneXpert Dx 3 HaknageHMM 3BepXxy AianoroBum
BikHOM lMpu3HavyeHHA nitepu aHanisaTtopy (HasHayeHne 6GyKkBbl aHanu3aTopy)

Co3parb aHanus Mpoeeputs craryc OCTaHOBHTL aHANK3 Mpocwmorp pes. OnpeaenuTs TecTbl Onpenenurs rpauku 06cnyxuBaHue
Mogynu : AHaNH30B C MOMEHTa 3anycka
— 2 Cocro-
n Mpucsouts Bykey aHanusatopy . - — - 8 DNara
iRy Tecr. — = AHME | sanycka
[3: ], 4100k 3TOT 3KPaH NOCE Ha3HA4YEeHWS BCEX aHaNM3aTopoB.
L e [ cH MAC-apec
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A4 C \ 707823 0.21.38.0.10.27

c1

c2

C3

c4

| cuewmopey | | zapem |

MantoHok 2-68. CuctemHe BikHo GeneXpert Dx 3 HaknageHMM 3Bepxy AianoroBum
BikHOM 3MiHuTK niTepy (U3meHUTb GyKBY)
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5. Tlicns 3MiHu npu3HadeHol Jitepu, HatucHITH Ha OK. [luB. MasroHok 2-68.

6. Harucuith Ha 3aKpUTH (3aKpPbITb), 11100 3aKpUTH AiaioroBe BikHO [Ipu3HauCHHS
nitepu ananizatopy (Hasnauenue OykBbI aHaM3aTopy) (auB. ManroHOK 2-67).

7. IIponmoBxkyiiTe MpU3HAYEHHS JITEP JOKH BCl YOTHPHU KBaJPAaHTH HE OTPHMAIOTh
npaBuIbHO nipu3HaueHi jitepu A, B, C Ta D. HoBa npusnadena sitepa Gyme
npeacTaBieHa B TaOJIUII B JianoroBoMy BikHi [Ipr3HavueHHs JiTepu aHai3aTopy
(HazHauenne OyKBBI aHATH3ATODY).

8. Harucuits 3akputu (3aKpbIThb).

3’saButThcs cucteMHe BikHO GeneXpert Dx, sike BimoOpakaTiMe OHOBIICHE NPU3HAYCHHS
JiTepH aHami3aTopy (auB. MamoHok 2-69).
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A4 LocrynHo

B1 [LoctynHo

B2 JAocTynHo!

B3 [LoctynHo

B4 [LocrynHo.

MantoHok 2-69. CuctemHe BikHO GeneXpert Dx, sike AeMOHCTPY€E HOBi NPU3Ha4YeHHs
nitep ana moaynie

3a HeoOX1AHOCTI, CKOHGITYpYiTe porpaMHe 3a0e3MeUeHHs Ta T0JJaTKOBI KOMITIOHEHTH
koMt toTepa. Jlis mogpobuns nuB. Po3min 2.13, BusHaueHHsT KOPUCTYBaUiB Ta JI03BOIIIB.
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2.13 Bwu3Ha4yeHHA KOpUCTyBaJiB Ta JO3BONIB

Llen posain onucye 3aBaaHHs, sSKi MOXYTb BUKOHYBaTV NuLLE agMiHiCTpaTopu cuctemu

Mpumitka P 4
GeneXpert Dx Ta kopucTyBaui 3 BiANOBIOHNMN MOBHOBAXXEHHSIMMU.

Jlo mo4aTKy BUKOPUCTAHHS MPOrpaMHoro 3abe3neueHns cuctemu GeneXpert DX, Maroth
OyTH BU3HAYCHUMH aJMiHICTparop Ta iHII KopucTyBadi cuctemu GeneXpert Dx. Yei
¢yHKIIi agMiHICTpaTOopa AOCTYIHI i3 MeHI0 «HanamryBaHHSI» B CHCTEMHOMY BiKHi
GeneXpert Dx. Jlus. MamntoHok 2-55.

2.13.1 Twvnun KopucTyBauyis

Le cuctema GeneXpert Dx mo3Boise AIMiHICTPaTOPy HAJAIITOBYBATH JO3BOJH JIJIS
3aBIaHb ISl PI3HUX THITIB KOPUCTYBAa4iB, HAPUKJIAM, Taki sk bazoBuii Ta JleranbpHuUi.
B sKocTi cucTeMHOro amMiHICTpaTopa BU MOXETE KOPUCTYBATHCS €0 (QYHKIIEIO IS
00MEXEHHS TOCTYIy 10 (YHKIIINA MPOrpaMHOro 3a0e3MEeUCHHS B 3aJISKHOCTI BiJ
MOJIITUKY Bamioi opranizanii. Hanpukian, Bu MoxxeTe OakaTh HaNAIITYyBaTH MOJITHKY,
npeacTasneHy B TaOmuus 2-1.

Tabnuusa 2-1. Mpuknapg MoniTiku go3BoniB KOpUcTyBavyam NP NPoBeAeHHiI
aiarHoctukm In Vitro

BukoHaTtu
MpoBecTun aaMiHicTpaTUBHI
Tvin Ornspg TexHiyHe Ta CUCTEMHI
kopuctyBaya | BukoHatu ananis pe3ynkraTiB obcnyroByBaHHA dyHKUT
BasoBui Tak Tinbkn ornapg, Hi Hi
HetanbHun Tak Bci nogpobui ObmexeHunn Hi
AamiHictpatop* Tak Bci nogpobui Bci Tak

* AAMIHICTpaTUBHUIA TUN KOPUCTYBa4a Ma€e [03BONU AN BUKOHAHHSA BCiX 3aBaaHb. [lo3Bonu, HapaHi
AaMiHicTpaTopy, He MOXyTb 3MiHIOBaTUCS.

2.13.2 BwusHavyeHHs1 4O3BOSIB KOPUCTYBaYiB

Jlyis BU3HAYCHHS JI03BOJICHUX 3aBJIaHb JUISl KOKHOTO THITY KOPUCTYBa4ya, B CUCTEMHOMY
BikHI GeneXpert DX, B MeHIO HalaIlITyBaHHs, HaTHUCHITH Ha KOHirypauis Tuny
kopuctyBaya (KoHdurypauus Tuna nonb3oBatensl). 3’ IBUTHCS JialOTOBE BIKHO
Kondgirypartis Tuny xopuctyBada (Konduryparms Tiuma noian30BaTelis), Ske IpecTaBisae
TaOIULIIO0 TO3BOJIIB.

. 1100 103BONMKMTH BUKOHAHHS IMEBHUX 3aBIaHb TUITy KOPUCTYBadiB, II03HAYTE
BiJIOBITHUH THIT KOPUCTYBaya B CTOBIII. 3BEPHIThCS 10 Tabmnwuis 2-2, e HaBeICHO
MTOBHUI MEPEJIIK Ta OIKUC 3aBIAHb.

. 1106 BuaIMTH TO3BLd, BUALUTIT TO3HAYKY JJIs 3aBIaHHS B CTOBIII[I THITY
KOpHCTyBadYa.
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. 11106 moBepHYTH BCi TPU TUTIM KOPHCTYBAYiB 10 BUOPAHUX MapaMeTPiB T03BOIY,
narucHiTh [ToBepHYTU 332 3aMOBYYBaHHAM (BepHyTb 3a yMonuyaHuemM).

[Ticnst Toro, sIk BM BKa3ajiu 103BoJH, HaTHCHITH OK, 11100 30epertu 3MiHU Ta 3aKpUTH
1aJIOTOBE BIKHO.

Tabnuns 2-2 nepepaxoBye 3aBIaHHs K TUIbKA BOHHU 3 SBJISIOTHCS Y J11aJOTOBOMY BiKHI
Kondiryparis tTuny xopucrtyBada (Kondurypanus tumna momns3oBarens). Tabnums Hanae
OITUC JJISl KOKHOTO 3aBIaHHS.

Tabnuusa 2-2. Onuc 3aBAaHb KOpUCTyBaYiB

3aBaaHHsA Onuc MapameTpu KopucTyBadiB 3a
3aMOBYYyBaHHAM
Bazosun | OQetanbHun | Admin
CtBopuTK/Po3noyaTtu aHanis [o3Bonse cTBOpUTK Ta po3noyaTn 4iarHOCTUYHUI X X X
aHania in vitro (gue. Po3ain 5.6 Ta Po3ain 5.9).
3ynuMHUTU ofuMH aHanis abo [osBonsie 3ynMHnTK oguH abo aekinbka aHanisis, X X X
BCi aHani3n AKi BUKOHYI0TbCA (amB. Po3gin 5.11).
MepernsHyTn geTanbHi [o3Bonsie kopUcTyBayeBi NepernaHyTn AeTanbHi X X
AOoCniaHULbKI pe3ynsTaTty Ta AOCNiAHULUbBKI pe3ynbTaTh Ta 3BiTU CTOCOBHO
3BiT CTOCOBHO aHanisy aHanisy (He BUKOPUCTOBYETLCS AN
aiarHoctuyHux aHanisie VD).
MepernsaHyTv aetanbHi [lo3Bonsie kopucTyBaYveBi nepernsaHyTy wabnox X X
AoCnigHMLbBKI pe3ynbTaT Ta 3BiT | pe3ynbTaTiB Ta 3BiTU CTOCOBHO aHanisy (He
CTOCOBHO aHanisy BMKOPUCTOBYETLCS ANS OiarHOCTUYHMX aHanisiB
IVD).
MepernsHyTn getanbHUNn [o3Bonsie kopucTyBayeBi NepernaHyTn AeTanbHi X X
OOBIAKOBWIA pe3ynbTaT Ta 3BiT | AOBIAKOBI pe3ynbraTy Ta 3BiTW CTOCOBHO aHanisy
CTOCOBHO aHanisy (He BMKOPUCTOBYETbLCS AN OiarHOCTUYHUX
aHanisis VD).
PeparysaTtn getani aHanisy [o3Bonsie pegarysaTtu iHpopMaLito npo X X X
JiarHoCTMYHMI aHania in vitro (gus. Po3ain 5.13).
Buaanuntn neeHi napameTtpu [o3Bonsie BUAiNATU BU3HaYeHHs aHanisy abo X X
aHanisy Ta naprtii NeBHi NnapameTpu aHanisy anga naprtii (ame.
Po3agin 2.16).
KepyBaHHs1 BUHa4YEHHSAMN [o3Bonsie kopucTyBadesi imnopTyBaTu annm X X X
aHanisy BM3HaYeHHs aHaniady (.gxa/.nxa) Ta NeBHUx
napameTpiB ans naprii (.gxr/.nxr) (auB.
Po3agin 2.16).
PeparysaTu rpadiku [osBonse kopuctyBayeBi pegarysatu rpadikm Ans X
JOCrigHVUBKOro aHanisy (He BUKOPUCTOBYETLCS
anst giarHoctuyHMx aHanisie VD).
ApxiByBaTun aHania [lo3Bonsie apxisyBaTu Ta BUAANATH X X X
(dakynbTaTuBHi) AaHi aHanisy (ous.
Poapin 5.17.1).
Ouunctntn aHania [os3Bonsie BnaansaTu aHanisu i3 6asu gaHux (ous. X X
Po3agin 5.17.1).
OTpumatu aHania [osBonse oTpumatu gaHi aHanisie 3 apxisis X X
aHanisis (ave. Poagin 5.17.2).
PesepBHe konitoBaHHs1 6a3un [o3Bonsie npoBOAUTY pe3epBHe KonitoBaHHS 6a3u X X X
JaHunx AaHux (ame. Po3gin 5.18.1).
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Tabnuusa 2-2. Onuc 3aBAaHb KopucTtyBayiB (Continued)

3aBpaHHs Onwuc MapameTpu KopucTyBayiB 3a
3aMOBYYBaHHSAM

Bazosun | OQetanbHun | Admin

BigHoBuTM 6a3y gaHmnx [osBonsie BigHOBMNOBaTK 6a3y AaHWX (OMB. X
Po3agin 5.18.2).

CTtucHyTn 6a3y aaHux Hossonsie ctucHyTn 6a3y AaHux (ams. X
Po3pin 5.18.3).

MepernsaHyTu 3pasku Ta 3BiTM | [lo3BONsE NnepernaHyT\ pedynstatv aHanise ong X X X

nauieHTiB neBHOro 3paska B 6asi AaHWX, a TaKoX BUBOAUTU

ONng nepernsay pesyneraTtiB aHanisy ansi 3paskis
Bif ogHoro nauieHTa BigHocHo |ID nauieHTa B 6a3i
AaHWX.

MepernsaHyTy 3BiTW cTaTUCTUKKN | [lO3BOMNSE CTBOPEHHS Ta HAAAHHS ANs nepernsgy X X
Ta KOHTPOMO ANHaMIKM aHanisiB | 3BiTiB AMHAMIK/ 30BHILLHBOrO KOHTPONO (OUB.
Po3pin 6.4), a TakoX HagaHHA ong nepernsgy
YMCNO NPOBEAEHUX aHanisiB BiHOCHO KOXHOro
aHanisy 3a neBHW nepiog Yacy 3 LWOMICAYHUMUN
3HAYEHHAMU 3a KaTeropigMu.

MepernsHyT! cMcTeMHUA [osBonsie cTBopoBaTN Ta Hagasatu 4ns X X
peecTpauinHuiA XypHarn nepernsagy 3BiT MPO OCTaHHI camMoTeCTyBaHHA Ta
NOMWIIKM aHanisaropa.
PeparyBaHHs KoHirypauii [lo3Bonsie BHOCMTW 3MiHU B iHGbopMaLiito npo X
cuctemum CUCTEMHY KoHdirypauito (ave. Po3gin 2.14).
MpusHaunTu niTepy Ans [o3Bonsie 3MiHIOBaTN NpU3HaYeHHs nitepu X X
aHanisatopy aHanisartopa (ave. Po3agin 2.12).
MepernsHyTyn 3BIT IQ [o3Bonse nepernsag 3BiTy OLiHKN BCTAHOBMEHHS X X X
(amB. Pozpgin 2.15).
MepernsaHyTu PenopTep [lo3Bonsie HagasaTn MOAYNbHI penopTepu Ha X X
Mozaynto nepernsg.
BukoHaTh TexHiuHe [o3Bonsie onyckaT AOHM3Y NIyHXep B X X X
obcnyroByBaHHS NIYHXEPHUX | aHanisatopi 4na oumcTtku (aue. Poaain 9.4).
LUTOKIB
BukoHaTn camoTecTyBaHHs [o3Bonse NpoBoaUTU CaMOTECTyBaHHS X X X

aHanizatopHoro mogynio (aue. Po3gin 9.14).

Bigkputn gBepusita [Ho3Bonsie po36rnokyBaHHs Ta BigKpUTTS ABEpUAT X
aHarnisaTopHOro Moalyrnsi Ta OHOBINEHHSA hopMaTy
I-CORE EEPROM nepexpecHoi nnatgpopmMum.

Bukntountn mogyni 3 komaHan | [lo3sonsie KopucTyBaYeBi BUKITHOYATU MOAYTI 3 X X X
aHanisy npouecy aHanisy, SKWwo € nigospu, Lo BOHU

MatoTb Nnpobnemu (ame. Po3gin 9.15)
MepernsaHyTy BIKHO 3 [o3sonsie kopucTyBayeBi BigobpaxaTtu BikHO 3 X X X
3aransHoto iHdopMaLieto 3aransHoo iHdopmalLieto, NepernsHyT Homep

Bepcii nporpamHoro 3abeaneveHHs, iHdopmalito
Npo aBTOPCbLKi MpaBa Ta MileHsinHy yrogy npo
nporpamHe 3abe3neyeHHs.
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2.13.3

2.13.3.1

Baxnueo

Mpumitka

KepyBaHHﬂ Kopucrtysavyamm

Anminictparop cucremu GeneXpert Dx Moxke nogaTH KOPUCTYBadiB 10 CUCTEMH Ta
KJIACU(IKyBaTH Pi3HI TUIN KOPHCTYBaviB, pefaryBatu mpodijai KopucTyBadiB abo
BUJAJSTH KOPUCTYBAUiB 13 CUCTEMH.

[JopnaBaHHA HOBUX KOpUCTYBadiB

Mepwuin kopuctyBay, fikoro Tpeba goaatu, 6yane agmiHictpaTtop. NMpodinb agmiHicTpaTopa
[03BONAE AoAaBaTH iHWNX KOPUCTYBaYiB Ta KOHQIrypyBaTu cuctemy.

[oku npoginb agmiHicTpaTopa He 6yae Bu3HayYeHo, Oyab-sika ocoba, Wo eKkcryaTye nporpamHe
3abes3neyeHHs, byae maTv NOBHMI JOCTYN A0 BCiX 3aBAaHb.

s Toro, mo0 noAaTé KOPUCTYBAYiB:

1. 106 momartu KOpHCTYBaYiB: meperipre, miakatoueHa cuctema GeneXpert Dx 1o
cepepa LDAP uu Hi. SIkiio BoHa miIKITIO4eHa, CIIOYaTKy O3HaoOMTecs 3
posninom 2.14.6.3, «HanamtyBanus tumy ayreHTHdikamii LDAP.

2.V Bikni cucremu GeneXpert Dx (muB. Mantonok 2-55), B meHto HanawTyBaHHA
(HacTponkm) marucuite Ha KepyBaHHS KopucTyBaYamu (YnpaBneHue
nonb3oBatensamu). 3’ sBUTHCA AianoroBe BikHO KepyBaHHus kopucTyBauamu. JuB.
Mamnrorok 2-70, mo0 gomaTi MiclieBoro KopuctyBada, abo auB. MaitoHok 2-71,
00 ToJaTh BiJMaaeHHOTo kopucTyBaya LDAP.

-
n Ynpasnenue nonbosatensMu S .. ? &
VmA nonb3ogarena I MonHoe uma Tun

admin1 Administration User AOMMHUCTPATOP

basic1 Basic User Ba3oebli

detail1 Detail User OnbITHBIA
N

LNobaeute 3akpbiTh

MantoHok 2-70. [lianorose BikHO KepyBaHHs1 KOopuctyBadyamu
(YnpaBneHue nonb3oBaTensivMu)
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r ~
n - —
¥npasneHre NONbIOEATENAMI S iz-
= — S — R
lImAa noneaoeatena MonHoe umA | Tun = TN ayTEHTMPKMKALNK

admini Administration User AOMWHWCTpATOP «JloKanbHLI
Administrator Administrator AOMWHWCTpATOP <Y OaneHHkli
basic1 Basic user Bazoekli aloKankHLIs
detail1 Detail user OnbITHEIR aloKankHLIs

NobaeuTs ’W

MantoHok 2-71. [lianoroBe BikHO KOpUcTyBa4a Ans BigaaneHHoOro KopucrtyBaya

3. Harucuits na flogati (lo6aBuTh). 3’ssBUTHCS mianorose BikHO J[ogaTi KOPHCTyBaua
(1o6aBuTh moan30Barens). Jus. MagroHok 2-72.

4. 'V Bikni IM’a kopuctyBaya (Ums nonb3oBatens) HabepiTh yHIKaIbHE iM s
KOPHUCTYBaua, sSIke Ma€ Bijg 6 10 32 CUMBOJIB Ta MOXKe MiCTUTH npoOinmu. Hampukian,
MEepUINH KOPUCTYBaY, SIKHUI Mae OyTH JTOJaHUM - aIMiHICTPaTOp, TOMY BBEIITh
admin1 (abo ekBiBalieHTHE iM 51 KOPUCTYBAYa).

5.  (HeoboB’s3x0B0) V BikHi lNoBHe iM’s1 (MonHOe MMSA) HabepiTh OBHE a00 peasibHe
iM’sT KopHcTyBada. B 11boMy mpuKIaai MoBHE iM’s1 aaMiHicTparopa Oyae KopuctyBay
Apwminictpatop (Monb3oBatens AgmuHucTpatop). IToBHe iM’sT He MOYKE MICTHTH
Oimbin Hixk 32 cumBonu. He BKITIOUaiiTe MEBHUX CUMBOIIIB, TAKUX 5K, HAIIPUKIIA],
marku (" "). SIkuo iM’s He Oyze HamaHo, MporpaMHue 3abe3MeUeHHsT aBTOMATHYHO

BHece iM’sl KOpUCTyBaua B 11e BikHO. Lle iM’s1 Oyze BKITFOUaTHCS B 3BITH TECTYBaHHS.

6. 'V Bikuax Maponb (Maponb) Ta MiaTBepanT napons (MoaTBEepANTL NAPONL), BBEIITH
Mapoib JJIs IIbOTo KopucTyBada. [lapons mae 6yt Big 6 1o 10 cumBomiB.

MpumiTka BigoaneHnwm kopuctysadam LDAP He nponoHytoTb BBECTU Naporb.

7. B cnucky Tun kopucTtyBaya (Tun nonb3oBatens) o6epith TOM THII, 110 TOTPIOCH IS
BHU3HAYCHHs Kateropii kopuctysada. J{us. Po3ain 2.13.1, Tunu xopucTyBadis.

8.  Ilo 3aBepuieHHi HatucHITH Ha OK, 1100 30epert 3MiHM Ta 3aKPUTH iaJlOroBe BiKHO
Honaru xopuctyBada ([{o0aBUTh mMONB30BaTeNs) i BIIKPUTH JiaIOTOBE BIKHO
KepyBanust kopucTtyBauamu (YpapieHHE M0Ib30BaTeNIIMU ). B miaoroBoMy BikHI
KepyBanust kopuctyBauamu (YnpasieHHE TIOJIb30BATENSIMH) 3’ IBUTHCS HOBHHA
KOpPHUCTYBay.
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E DobasuT nonssosarens —— ﬁ

WuA nonb3osarens |admin1

Napons ‘Il....

|
MNonxoe uma \Administralion User |
|
|

MoATEepaNTE Naponh |sessss

Tun nonb3osarens

[ ok || ormewnm

MantoHok 2-72. flianoroBe BikHO [loaaTu kopuctyBayda (Jo6aBuTb nonb3oBaTens)

9.
10.

[orroputn Kpok 4 10 Kpok 9 noku Bci KopucTyBaui He Oy1yTh A0AaHI 10 CUCTEMHU.

HarwucHits Ha 3aKpuUTK (3aKpbITb), 11106 3aKpUTH Hiaorose BikHO KepyBaHHs
KopucTyBayamu (VIIpaBJIeHHE MOIb30BATEISAMH).

2.13.3.2 PeparyBaHHs npocpinen KopuctyBadiB

st Toro, mo0 3MiHUTH iM’S KOpUCTyBada ado Mmapoib, a00 BHECTH iHIII 3MiHH /10
podiTF0 KOpHCTyBava:

1.

VY cucremHomy BikHi GeneXpert Dx (nuB. MantoHok 2-55), B MeHto HanamryBaHHst
HaTuCcHITH Ha KepyBaHHA kopucTyBavamu (YnpaBneHue nonb3oBaTeNnamMm). 3’ sBUTHCS
nianoroBe BikHO KepyBaHnHs kopuctyBadamu (YIpaBJieHUE TONb30BaTeNsAMu). JluB.
Mamronok 2-70.

B nianoroBomy BikHi KepyBanHs kopuctyBadamu (YpapieHHE MOIb30BATEISIMHI), B
crosi IM’A KopuctyBava (MMs nonb3oBarens), o6epith mpodiib KOPHUCTyBaya, SIKHI
Tpeba penaryBarH.

Harucuite na PegaryBatu (PegaktupoBarb). 3’ sBuThCs miajorose BikHO PemaryBaru
kopuctyBaua (Pegaktupoars none3oBarens). Jus. Mantonok 2-73.

Iepernaurre iHGOpMalIito, 3a HeOOXiAHICTIO, Ticas yoro HaTHCHITE Ha OK m06
30eperTy 3MiHU Ta 3aKPUTH JIiaJIoTOBE BIKHO PenaryBaru kopuctyBada
(PemakTrpoBarh MOIH30BATETIS).

HarucHite Ha 3akpuUTH (3aKpbIThb), 11100 3aKpuTH Hianorose BikHO KepyBaHHS
KopucTyBadamu (YIpaBieHHUE MTOTH30BATEIIIMH ).
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WuA nonb3osarens |admin1

Napons ‘-uooo

|
NMonuoe HMA \Administrata‘onUser ‘
|
Moareepaute napons ‘lioooo ‘

Tun nonb3osarens

AnumuHucTparop ¥

[ ok || ommewsm |

MantoHok 2-73. [lianorose BikHO PegaryBaTun kopuctyBaya
(PepakTupoBaTtb nonb3oBaTens)

2.13.3.3 BwupaneHHs KopucTyBadiB

MpumiTka Konu B1 BUaansaeTe KopucTyBada, aHanisun, CTBOPEHi LIMM KOpUCTyBadeMm, 3anuatbcs B 6asi AaHux.

Jnst Toro, o0 BUAAIUTHA KOPUCTYBaya:

1. ¥ cucremuomy BikHi GeneXpert Dx (quB. MantoHok 2-55), B MeHto HanawtyBaHHs

(Hactpoukm), natucuits Ha KepyBaHHA kopucTyBayamm (YnpasneHue
nonb3oBaTensiMu). 3’ ssBUTHCS [iaorose BikHO KepyBaHHS KOpHCTyBauaMu
(Ympasnenue nons3oBarensmu). Jus. Mamtonok 2-74.

i . —— -
Ynpasaexve nonb3osarenamu Ld @
&= yre - | e e e

WmA nonb3oearens I MonHoe uma I Tun
admin1 Administration User AOQMUHUCTPATOP
basic1 Basic User Ba3osblit

detail1 Detail User ONbITHBIN

Nobaeuts ] " 3aKpbiTh

MantoHok 2-74. [lianoroBe BikHO KepyBaHHs1 KopuctyBadyamu
(YnpaBneHue nonb3oBaTensivMu)

2. HarucHiTs, mo6 o0pary KopucTyBada, SKoro Tpeda BumanuTH. Jlus. MatroHok 2-75.
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Wma nonb3ogarens ‘ MonHoe uma Tun

admin1 Administration User AIMUHUCTPATOP
asicl Basic User 5a308bIit
detail1 Detail User OnbITHBINA

N
T a—lv T

MantoHok 2-75. [lianoroBe BikHO KepyBaHHA kopuctyBayamu (YnpaBneHue
nonb3oBaTensiMmmn) - BUGip KopuctyBaua, AKoro Tpeba BuaanuTu

3. Harucuits na Bupanutu (Yaanuts). Kopucrysaua Gynie BumaseHo. /lus.
MaintoHok 2-75.

4.  Jlns Toro, o0 BUIAIWTH JOAATKOBUX KOPUCTYBadiB, MOBTOPiTh Kpok 2 Ta Kpok 3.
Kouu BY 3aKiHYMTE BUIANISATH KOPUCTYBaYiB, HATUCHITH Ha 3aKPUTU (3aKpbITb) (IHB.
MasoHok 2-76).

[ T - —
n Ynpasnerve nonssosarenauu_g [P an &
mA nonb: I MonHoe uma I Tun
admin1 Administration User AQMUHUCTPATOP
detail1 Detail User ONbITHBIA
N
[ Lobaeuts ‘ | N/ | I Py l 3aKpbiTh ‘

MantoHok 2-76. [lianorose BikHO KepyBaHHA KopucTyBayamu
(YnpaBneHue nonb3oBaTensiMu) nicnsi BUAaneHHsa KopuctyBaya

2.14 KoHdirypauia cuctemu

Kopucrytouncs dynkiiero Kondirypamist cucremu (Kordurypamnus cucremsr), Bu
MOYKETE BU3HAYUTH HACTYITHE:

. Ha3Ba cucTeMu (BKIagka 3aranbHa iHpopmauia (O6was nHdopmaums))
. dopmar natu Ta yacy (Bkiaaka 3aranbHa iHchopmauis (O6wan uHdopmaums))
. OIIIIT IJTs CTBOPEHHS aHasi3y (BKiiajaka 3aranbHa iHopmauis (O06wasn nndopmaums))

. KepyBaHHs HaraJayBaHHsAMHU apxiBy (Bkiajka [apametpu apxiBy (MapameTtpbl apxusa))
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LIISIXM 32 3aMOBYYBAHHSM JI0 TTAIIOK JUIS €KCIIOPTOBAHMX JAHUX aHaJli3y, 3BiTiB Ta
inmoi indopmarii (Bkmaaka Manku (Manku))

inrepdeiic LIS (Bknamnka MapameTtpu 38’A3Ky 3 xocToMm ([lapameTpbl CBA3M C XOCTOM))

2141 Bknapka 3aranbHa iHdopmauia (O6wana nHgopmaums)

1.

VY cucremHomy BikHi GeneXpert Dx (muB. ManroHOK 2-55), HATUCHITH Ha
HanawTtyBaHHA (HacTpoikK) B mameni MeHto, micist 4oro HaTucHIThL Ha KoHdirypauis
cuctemm (KoHndurypaums cuctembl). 3’siBisteThbes aianorose BikHO Kondirypartis
cucremu (Kouduryparms cucreMsl) 1 BKjIaaka 3aranbHa iHpopmadis (O6was
uHdopmauua). Jlus. Manonok 2-77.

Hapnaiite HacTymHy noTpiOHY iH(MOpMAaIIito a7 BKIaaku 3aranbHa iHhopmauis
(O6was nHdopmaums):

*  Bikno Ha3Ba cuctemu (HassaHue cucteMbl)—BBeniTh yHiKaIbHY Ha3BY IS
cucremu. Ha3Ba cucremu Oyze BKIFOYATHCS 10 BCiX 3BITIB.

*  Tlepenix ®opmar gatn (Popmat Aatbl)—O06epiTh hopmMart, B IKOMY OYAYTH
peeCTpyBaTHCs MICSIIb, ICHb Ta PiK.

*  Ilepenix ®opmart 4acy (Popmat BpeMeHu)—O06epith hopmar 24 a6o 12 h (rox).

n KoHbuMrypaums cucTembl -
- -

[P

(Oﬁuaﬂ rl-laum'lllapmmm rrhlml rl-lanm'lulmancxnrmil rmmnm- |

HmA cucremsl Genexpert PC

®opmar gare: | MMELTT -] I

MopMar Bp | 24 yaca (44:mm:cc) - |

[v] Mcnonb3osars ID nauwexta

[C] ID 2 naynenta
[Z] MmA n hamnunus naunenta

[C] Oemorpadmyeckne QaHHble NaunenTa

TpeGyeTcA BEECTH HMA YHETHON 3aNUCK [ANA 3anycka aHanusa
) Hukorpa
® Bcerma
) BpeMA oxMOaHWA BEOJA HMEHH Y4ETHON 3aNHCK [NA 3anycka aHanu3a (8 MuHyTax) l—

[_] BocnpousBecT# 3ByK B KOHLE aHanu3a

[Z] Meyarats oT4eT NO aHANKM3Y B KOHLE aHANK3a

[v] HanomuHaKKe ob yOANEHHH CTATHCTHEN NO TECTY
[v] HanoMmHHaHKMA NO yNpasnexnio Da3ol OaHHbIX

[v| «PaspewnTs BefieHne KypH. PEr. NPOBEpPKH»

| OK | | OTMEHHTE |

b

—— — J

MantoHok 2-77. flianoroBe BikHO KoHdpirypauis cuctemu (KoHdurypauus cuctemsl)
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(Bknapgka 3aranbHa iHcpopmauia (O6was nHdpopmayums))

»  Bukopucrosysatu ID nauieHta (Mcnonb3oBathk ID naumenta)—Skuio 1D
TMAI[i€HTa aKTUBOBAHO, € MOXKITUBICTh BHOPATH Ta CKOPUCTATHUCS (PYHKITIEFO
CkaHyBatu wrpux-kog ID nauieHTta (CkaHupoBaTb wrpux-koa ID nauueHTa). ID
MaIieHTa JOCTYMHUHN y po3fini « CTBOPUTH aHali3 Ta MEPENIIHY TH
pesyibTatiy. Bubip BukopucroBysatu ID nauienta (Ucnonb3oBath ID naumenTa)
AO3BOJIUTh aKTUBYBATH Ta CTABUTHU IMO3HAYKU MMOPYY Ol'[].[iﬁ, HaBCACHUX HMIKYC:

*  ID nauienTa (ID naumenTa)-Skuio Bukopucrosysatu ID nauieHta
(Ucnonb3oBathb ID naumenTa) aktuBoBaHo, ID nauieHTa (ID nauueHTa) Oyne
TaKOXK aKTHBOBaHHM Ta He Moke OyTH BukimoueHuM. [Tosne ID nauieHTa
(ID naumeHTa) moske MicTuTH 10 32 JiTEp Ta YNUCEN, OKPIM CHMBOIIB,
HEMIMCHUX I Ha3BU (aily.

¢ ID-2 nauienTa (ID-2 nauuenTa)—Sxuo BukopuctosyBartu ID nauieHTa
(Ucnonb3oBathb ID naumeHTa) aktuBoBaHo, ID-2 nauiexTa (ID-2 naumenTa)
MOKe OyTH aKTHBOBAHHM JIJISI TOTO, 00 JT03BOJIUTH BBECTH JOJATKOBY
inenTudikaniiiny iHdopmaito namieHra. Lle none € HEOOOB’ IZKOBUM Ta
He noTpelye 3amoBHEHHS, K0 JoaarkoBoro ID mamienTta He icHye.
ITocraBre mo3Hauky st akrusarii 1D-2 nauieHTta (ID-2 naumenTa). ITome
ID-2 naujiexTa (ID-2 nauueHTa) Moxke MiCTHTH 10 32 JIiTEp Ta YHUCEI, OKPIM
CHUMBOJIIB, HSAIMCHUX [T Ha3BH (aiiy.

*  IM’a nauieHTa (Mms naumnenTa)—Sxio BukopucroBysatu ID nauieHTa
(Ucnonb3oBathb ID naumeHTa) aktrBoBaHO, IM’A nauieHTa (MMs nauueHTa)
MOXKe OyTH aKTUBOBaHUM JIJIsl TOTO, OO /TO3BOJIMTH BBECTH iM S MAIli€HTA.
Le mone € HeoOOB’I3KOBUM Ta He MOTPeOy€e 3alIOBHEHHSI, SIKIIIO BU HE
OaxaeTe BBOIUTH iM’s marieHTa. [locTtaBTe mo3HauKy /Ui akTUBAIIi1
IM’a nauieHTa (Ums naymenTa).

ITosne IM’a naujiexTa - npissuwe (MMa naumenTa - hamunma) Moxxe MiCTUTH
1o 194 mitep Ta dmcen, OKpiM CHMBOJIB, HEMIHCHUX JJI HA3BH (aiiiry.
ITose IM’a naujienTa - iM’sa (Mms nauuerTa - Uma) moske mictuta g0 30 mitep
Ta YHCcel, OKPiM CUMBOJIIB, HEIUCHHX JIJIs Ha3BH (paiimy.

Ons ID 3paska, ID nadieHTa, ID-2 nauieHTa, iMeHi, npi3Buwa, iHWOro Tuny 3paska abo

Baxnueo NPUMITKM He MOXYTb BUKOPMCTOBYBaTUCA HaBeAeHi Huxk4e cumeonu: | @ A~ \ & /: *? "<
>'$% 15 ()-
Movmitka [ns 3HiMKiB ekpaHa Ta 3BiTiB, NoKasaHMXx niaHilue B LbOMy nocibHuky, none ID nauieHTa
P (ID naumeHTa) Gynet nokasaHo sik aKTUBOBAHE.

«  [emorpadiuHi aani nauieHTa (Jemorpacuyeckme gaHHbIe
naumeHta)—O0epiTh, 100 AO3BOIUTH MEPErisi AeMorpadivHuX TaHUX
namienra. Jlemorpadivsi qaHi MoB’s3aHi 3 BIAMOBIAHUM aHAITI30M
BIZMOBIIHOIO MAIli€HTA.
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[Micns cTBopeHHs aHammi3y AeMorpadivna iHGopmaris namieHra (imM’s
TaIli€HTAa, 1aTa HApOIKEHHS, €THIYHICTh, CTAaTh Ta IOMITOBHH 1HICKC) Oye
3amudpoBaHa Ta 30epexxeHa B 0a3i mannx GeneXpert DX, i BoHa He
BiTOOpakaTUMETHCS Y IPOTPaMHOMY 3a0e3IeueHHi.

MosHauky nopyd 3 flemorpaciyHi gani nadieHTa (Jemorpaduyeckme AaHHbIE NALMEHTA) 3a
3amoBuyyBaHHAM B KoHdirypadii cuctemn 6yae snganeHo. Jlnwe agmiHictpatop cuctemm moxe

Mpumitka BUOANSATM UM CTABMTM NO3HaYKy nopyd 3 onuicto flemorpadpiyuHi gaHi nauieHTa
(Oemorpadhuyeckue gaHHble NauueHTa). OemorpadivHi AaHi MOXHA BUKOPUCTOBYBATY NLLE B
MaNOYTHIX PiLLEHHSIX MiAKMTYEHHS.

»  CxanyBatu wrpux-kop ID nauieHTa (CkaHupoBathb wrpux-koa ID
naumeHTa)—BubepiTh, 1100 aKTUBYBaTH MPOrpaMHe 3a0€3MeUSHHS IS
HaJaHHS MiAKa3KK JJIs CKaHyBaHHS mTpux-kony ID mamienTa. 3HIMITH
MMO3HAYKy, 00 BUMKHYTH MiKa3Ky I mTpux-kony 1D mamieHTa.

»  CkanyBatu wrpux-kop ID 3pa3ka (CkaHupoBathb wrpux-koa ID
obpasua)—Bubepith, 11106 aKTHBYBATH MPOTPaMHE 3a0e3MeUeHHS TS HATaHHS
MiKa3KK U1 CKaHyBaHHS Tpux-Koay ID 3paska. 3HIMITE MO3HAUKY, 1100
BUMKHYTH MiJKa3Ky A WTpux-koxny 1D 3paska.

«  CkaHyBaTW WTPUX-KoA KapTpumxa (CKaHMpOBaTh WTPUX-KOA
KapTpuaxa)—BubepiTh, 1100 aKTUBYBAaTH POrpaMHe 3a0€3MEUCHHS TS
Ha/IaHHsI T1IKa3KH JUTsl CKAaHYBaHHS IITPUX-KOIY KapTPHUIKa (PEKOMEH/IOBAHO).
3HIMITH MTO3HAYKY, 00 BUMKHYTH ITiKa3Ky JIJIS IITPUX-KOIY KapTPUIKY.

»  MotpibeH BXia ans 3anycky aHanisy (Heobxoaum Bxoa Ans 3anycka
aHanu3a)—I1s omiist 103BOJISIE CHCTEMHOMY aJIMiHICTPATOpy CKOH(IrypyBaTH,
4i Oy/ie MOTPiOCH BXiJ IO CUCTEMH JJIs 3aIlyCKy aHasli3y, 1100 MaTH
MOJKJIMBICTh BiJICTe)KEHHSI OCOOH, SKa MoYaia MPOBOANTH aHalli3, a TAKOK
MepioJ] KOJIM 3aIyCK aHaji3y Oy/ie BUMaraTi BXOAY 10 CUCTEMH.

[NapameTpu, HafaHi aJAMiHICTPATOPY:

»  Hikonu (Hukorpa)-Expan BXomy A5 3aIyCKy aHauli3y HiKOJIH HE
BiZIOOpaKa€eThCsI, KOJIM HATHCHYTa KHomka [oyaTu aHanis (HayaTb aHanus)
Ha ekpani CtBopurtn anaii3 (Co3maTh aHAIH3).

«  3aexau (Bcerpa)-Lls omuis € omiiero 3a 3aMmoBuyBaHHAM. ExpaH BXxomy 1uis
3aMyCKy aHaji3y 3aBK/I1 BiI0OPaKaeThCs, KOJU HAaTHCHYTa KHOIKa loyaTy
aHani3 (Havatb aHanu3) Ha expani CtBoputu anaii3 (Co3nars aHamu3).

+  Taunm-ayT BXx0oAy ANA 3anycKy aHani3y (B xsunuHax) (Tanm-ayT Bxoga ans
3anycka aHanmsa (B MUHyTax))—SIkio BHOPAHO I[f0 OTIIIi0 Ta SKIIO
BH3HAYCHO MTEBHOTO KOPHCTYBaya, CUCTEMA BiJICTEXKY€E Yac 3aTPHUMKH 3
OCTaHHBOTO BXOJly KOPUCTyBaua abo BXOAY JJIs 3ammycKy aHamizy. [licms
TOTO, SIK TAKAW TTPOMIXKOK Yacy 3aKiHIUTECS, 3’ IBISETHCS T1aJIOTOBE BIKHO
Bxin amst 3amycky ananizy (Bxom [y1s1 3amycka aHaiii3a), KO KOPUCTYBay
Haruckae kHonky [oyatn aHani3s (Havyatb aHanu3) y Bikui CTBopuTH aHai3
(Coznarp ananus).
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MpumiTka

JliunneHEK TaliM-ayTa Oyne CKHHYTO, KOJIU OyAb-sIKUI KOPUCTYBad BXOIUTh
1o cuctemu. CHCTEMHHM aaMiHICTpaTop Moke BuOpary Bix 1 10 60 XBUIHH
3a JIOTIOMOTOI0 BHUITAIal0Y0r0 CIIMCKY 200 BBOAMTH 3HAYCHHS B TOMY K
niarasoHi. 3a 3aMOBYYBaHHSAM TaiiM-ayT HANAIITOBaHO Ha 30 XBUIUH.

3. OO0epits ab0 3HIMITh O3HAYKY 3 HACTYIHUX OIIIiii:

*  CurHan no 3aBepLueHHi aHanidy (CurHan nocne okOHYaHUsA aHanusa)—SIkio
KOPUCTYBa4 BKJIFOUUTH OIMIiIO 3BYKY, I10 3aBEPIICHHI aHAi3y IPO3BYYHUTh
KOPOTKHUH 3ByKOBHH curHal. LI QpyHKIISI BAKOPHUCTOBY€E CTaHIAPTHAN
3BYKOBUI CUTHAJ Ta TapaMeTpu HanamrtyBanas Windows.

*  Po3sppykyBatu 3BiT no 3aBepleHHi aHani3y (PacnevartaTb OT4YeT Nocrne
OKOHYaHWA aHanu3a)—LIs omwis 103BOJIsIE aBTOMATUYHO PO3IPYKOBYBATH 3BiT
PO aHaji3 Ha MPUHTEPi, 0OpaHOMY 3a 3aMOBUYBaHHSM B cucteMi Windows, B
¢opmari, BU3HAYCHOMY 32 3aMOBUYBaHHSIM.

FAKLo B NpuHTEpi HEMa nanepy, 3BiT NPO aHani3 6yae 36epexxeHo HaBiTb KONW BiH He
posgpykyBaBcs. B 3anexHoCTi Big NpUHTEpY, KoMK namnip 3aBaHTaXeHOo | NOTOK Ans nanepy 3akpuTo,
HepOo3apyKOBaHi 3BiTY aBTOMAaTUYHO NOYMHAKOTE APYKYBATUCS, | MOXIMBO, APYKYBaTH 3BIiT NpO
aHani3 Bpy4Hy He 6yae noTpibHo.

*  HarapyBaHHsA npo BupganeHHs ctaTucTuku aHanisy (HanomuHanue o6 yaaneHuu
CTaTMCTUKKM aHanu3a)—KopuctyBad Moke akTHBYBaTH a0 I€aKTUBYBaTH
HaraJyBaHHS PO BHIIAJICHHS CTATUCTUKY aHAJI3y. 3a 3aMOBYYBaHHSM ITHO
OHLIiIO AKTHBOBAHO.

»  HaragysaHnHs npo kepyBaHHA 6a30t0 aaHux (HanomuHaHue 006 ynpaBneHum 6a3on
AaHHbIX)—KopucTyBay MOXKe aKTHBYBATH a00 EaKTHBYBATH HAraJyBaHHS PO
KepyBaHHs 023010 JaHUX. 3a 3aMOBUYBAHHSM ITIO OIIIiF0 aKTHBOBAHO.

Skio HaragyBaHHS PO KepyBaHHS 033010 TaHWX aKTHBOBAHI, MPH BKIFOUCHHI
Ta BHKJIIOYCHHI KOPUCTYBA4 OTPUMAE HAralyBaHHs PO HEOOXITHICTh
BUKOHAHHS 3aBJIaHb 3 KepyBaHHs 0a30t0 JaHuX. [[0BIIOMICHHS 3’ IBUThCS,
JIUIIIE KO0 KOPUCTYBa4 Mae MpaBa BUKOHYBATH I1i 3aBAaHHA. SIKIIO y
KOPUCTyBaya HEMa TaKUX MMOBHOBaKEHb a00 SIKIIIO OII[II0 HArajayBaHb PO
KepyBaHHs 023010 TaHWUX ICaKTHBOBAHO, ITIO TTiAKA3Ky Oy/Ie IpOITyIICHO.

*  YBIMKHYTM XypHan peecTpauin nogiv (PaspewmnTb BeaeHMe XKypH. per.
NPOBEPKN)—KOPUCTYBau MOKE BMUKATH a00 BUMHUKATH 3aIUC TOIH Y )KypHaJIi.
Sxio 6ist YBIMKHYTU XKypHan peectpauin nogiv (PaspewnTs BegeHMe XypH. per.
NpOBepKM) € BiMiTKa, CUCTEMa 3pOOUTH 3aruc B3aeMo/Iii kopuctysauis 3 PHI
ta PII, Hanpuknan:

*  Ayrentudikalis KOpucTyBada
*  KepyBaHHs koprCcTyBaYaMu

*  CTBOpEHHS TECTiB

e ImmopTt/excriopT maHUX

*  CrBOpeHHS 3BiTY
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4.

2.14.2

{06 orpumaru noctyn o [epernsay momniii, HATUCHITH MEHIO 3aITyCK
Windows, 3uatixite Mepernsag nogii (MpocmoTp cobbITUM), po3TOpHITH
XypHan o6cnyroByBaHHsA Ta nporpam (XypHan obcnyxuBaHus 1 nporpamm),
a motiM po3ropHiTh BigctexyBaHHa GxAudit (Otcnexvsanue GxAudit). 3a
3aMOBYYBaHHAM I QYHKLIS BUMKHEHA. J{J1s1 OTpUMaHHs JOKJIaIHO1
iHpopmaii qus. Jonarok E.

[B] Event Viewer
File Action View Help

+=|2m -HIm

GxAuditTrail Number of events: 4

@ Event Viewer (Local)
» {5 Custom Views

Level Date and Time Source
4/17/2020 :3%:39 AM Dx6.3
4/17/2020 9:39:28 AM Dx6.3
4/17/2020 9:37:10 AM
4/1/2020 1:20:43 PM Dx6.3

> [ Windows Logs
v [ Applications and Services Logs
> [ CrowdStrike
[&] CxAudioSvclog
[+] GxAuditTrail
[&] Hardware Events
[&] HP HotKey Support
> I Intel

(D Information
(@ Information
€ Information
(@ Information

MantoHok 2-78. NMepernag nogin Windows

Harwuchits Ha OK, 11106 36epertu 3MiHH Ta 3aKPUTH BIiKHO.

Bknagka HanawTtyBaHHA apxiBy (HacTpounka apxuBa)

Ll BaKa BU3HAYAE MMapaMETPH HANAIITYBaHHS, 100 KOHTPOIIOBATH TOPSIIOK
HaraJyBaHHS PO apXiB. MOXIIMBO BU3HAYHUTH TIEPioa Yacy abo Jac, KO MOTPiOHO

OTpUMaTH HarajayBaHHs JUis apxiBauii daiinis: Hikonu (Hukorga), Wotnxua (Kaxayo
Hepento) a6o LWomicaua (Kaxabii mecau).

1. Y cucremnomy BikHi GeneXpert Dx (quB. MamtoHok 2-55), HATHCHITH Ha
HanawrtyBaHHA (HacTpoiku) B maneni MeHto, mmicist 4oro HaTucHiTh Ha KoHdirypauis

cuctemu (KoHdpurypauus cuctemsi).

2. OOepirts BKiIaaKy [MapameTpu HanawTyBaHHA apxiBauii (MapameTpbl HACTPOKK
apxuBaumm). 3’siBUTHCS BKIasKa [apameTpu HanawTyBaHHA apxiBadii (MapameTpsbl
HacTpomnkmn apxmBauuu). J{us. Mamonok 2-79.
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F T
ﬂ KoHburypauma cuctembl LX)
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' Bpy4uyr

) Bpy4HyH, C HanoMuHanuen | EXXeHenensHo ¥ i

| OK | | OTMEHHTR |

———— —— 4

MantoHok 2-79. flianoroBe BikHO KoHdirypauia cuctemu (KoHdurypaumsa cuctemol)
(Bknagka MapameTpu HanawTyBaHHA apxiBauii (lapamMeTpbl HACTPONKM apXxuBaLun))

3. OO0epith MOTPiOHI OMIIIT:

BpyuHy (BpyuHyto)—SIkio o6paHo I1f0 OMIIif0, apXiBallisi Ma€ MPOBOIUTHCS
BPYYHY KOPHCTYBaueM, 3a 3pyUYHICTIO JIJIsl KOPUCTYBaua, SKUH OyJie CTeKUTH 32
MPOIECOM PYYHOTO apXiByBaHHS.

BpyuHy, 3 HaragyBaHHsAM (BpyyHyto, ¢ HanoMUHaHWeM)—SIkiio 0OpaHo 1o
OIIIito0, OyZe BUBOAUTUCH HaraJyBaHHs, IKIIO Y KOPUCTyBada € MOBHOBAKCHHS
Ha apxiBailiro aHani3i. lle HaragyBaHHs He Oy/ie BUBOAMTHUCH JIJIs
KOPHCTYBaviB, SKi HEC MalOTh IOBHOBAXKCHD HA apXiBaIlifo aHaTi3iB.

KopuctyBau Mo>ke BU3HAUUTH YU OTPUMYBATH HarajyBaHHS IOTHXHS 200
momicstis. [LloTuxHS BUSHAYCHO 32 3aMOBUYBAHHSM.

CucremMa HaMaraTUMEThCS HarajaTu KOPUCTYBAYEeBi, IO BiH Ma€ MPOBECTH
MPOCTPOYCHY apXiBallito, SIKIIO OCTAHHIO apXiBaIlito OyI0 BUKOHAHO MPOTATOM
OCTaHHBOTO THXKHS 00 OCTaHHBOTO MICSI (3aJIC)KHO B 00paHOro mnepioay
HaraayBaHHs). OCTaHHIN THXICHh a00 OCTAaHHIN MICSITh BUZHAYAETHCS K JCHD
JI0 TIEPIIOTO JTHS MOTOYHOTO TYOKHsI/Micss. [IepiuM JTHEM THXKHS BBXKAETHCS
MoHeAIToK. [TepiiuM JHEeM MicsIls BBOXKAETHCS MEPIIE YUCIO KOXKHOTO MICSIIIS.
B npomy pasi HaragyBaHHS BioOpakaeThCcs KOPUCTYBAYEBi, KOJH:

»  pomarok GeneXpert Dx mounHae poboty
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4.

*  nmomarok GeneXpert Dx 3a3Buuail 3aKkpuBa€eThCs

*  KOpHCTYBay BXOIUTH O CUCTEMH (KpiM BXOAY [UISl IOYATKY aHAMi3y)

SIKIO KOPUCTYBaY MPUHMAE MiIKa3Ky 3 HaraJyBaHHIM PO apXiBallito, HeranHo
3’SIBUTKCS JIIaJIOTOBE BIKHO MPO apXiBaIlito aHalli3iB.

SIKI0 KOpHCTYBaY BiIMOBUTHCS BiJT ITiIKa3KH 3 HaraJyBaHHIM, TPOrpamMHe
3a0e3IedeHHs 3aIyCTUThCA 3BUUAifHIM YMHOM, Ta KOPHCTYBa4 OTPUMAE
HaraJyBaHHs HACTYITHOTO pa3y KOJIM BUKOHYBATHMYThCSI KPUTEPIi JJIs
HarajJyBaHHS.

HarucHite Ha OK, 11100 30epertu 3MiHHU Ta 3aKPHUTH BiKHO.

2.14.3 Bknapka Nanku (Mankwn)

1.

VY cucremHomy BikHi GeneXpert Dx (muB. ManroHOK 2-55), HATUCHITH Ha
HanawTtyBaHHA (HacTpoiku) B mameni MeHto, micist 4oro HaTucHiThL Ha KoHdirypauis
cuctemu (KoHdmrypaums cuctembl).

HarucHite Ha Briazaky Manku (Manku). 3’ sButkes Bkiaaaka Manku (Manku).
JuB. Mamonok 2-80.

IR Kondurypauys cuctemsi o]

| Ofwan | i [ Manwn |/ KN CBRIN C XOCTOM |  «HaCTRO/KM ayreHTuduKaUA, |

Nanka 3xkcnopra C \Gene)(pemexpurl‘l
Nanka or4etoB  C\GeneXperireportt I

Nanka C\G

ackup!

Manka xypHana bl C\GeneXperDatabase_lag\

= I

MantoHok 2-80. flianoroBe BikHO KoHdpirypauis cuctemu (KoHcurypaumm cuctemsl)

(Bknapgka Manku (Mankw))

3. Hapaiite nacTynHy notpiOHy iHdopMalriro ais BKiaaaku Manku:

Bikno Manka ansa ekcnopty (Manka ans akcnopTa)—BBeaiTh NUIAX 10 HANKH, 10
SIKOT OYIyTh BHOCHTHCH BC1 €KCTIOPTOBaHI AaHi. B SKOCTI ambTepHATHBH MOXKE
OyTH BUKOPHCTaHHI NIISAX, HAAAHUH 32 3aMOBUYBaHHSIM.

Bixuo Manka gna 3BiTiB (Manka gns oT4eToB)—BBeMiTh IMIISAX [0 MAIKH, 0 SKOI
OymyTb BHOCHTHUCH BCi 3BiTH. B sikoCTi anbTepHaTHBH MOKe OyTH BUKOPUCTaHUH
IIIIX, HAJAHUH 32 3aMOBYYBaHHSM.
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2.14.4

Mpumitka

Mpumitka

2.14.41

*  Bikno lManka pesepBHoro konitoBaHHs ([anka pes3epBHOro
KONUpOBaHUA)}—BBeIiTh HUIAX 10 Manku, fe Oyae 30epiratiuchk pe3epBHa 6asa
naHuX. B sikocTi anbrepHaTHBH MOKe OyTH BUKOPHCTAaHHHN IIUTSAX, HAJaHUH 32
3aMOBYYBAHHSIM.

»  Bikno lNanka xypHany B[l (Manka xypHana BJl)—BseniTe nuisx 10 nankw, ae
OyayTh 30epirarucsk (aiinm sxypHaty 0a3u maHuX. B SsKocTi ansTepHaTHBU MOXKe
OyTH BUKOPHCTaHHI NIISAX, HAAAHUH 32 3aMOBUYBaHHSIM.

Po3TawyBaHHSA 32 3aMOBYYBaHHAM AJ1s1 KOXXHOI Nanku BU3HaY€HO Ha XXOPCTKOMY OUCKY
kommn’roTepa. LLlo6 3ano6irtu BTpaTti gaHux, channu B nanui nepeHeceHHs NOBUHHI
nepiognyHoO KoniloBaTUCA Ha iHWKMIK KoMmm’loTep abo cepBep. Akwo cuctemy GeneXpert Dx
nigKno4YeHo A0 Mepexi, MoXHa apxiByBaTu ¢pannm 6e3nocepegHbLO Ha cepBep.

4. HarwucHits Ha OK, 11106 36epertu 3MiHH Ta 3aKPUTH BIiKHO.

Bknagka MNapameTpu 3B’A3Ky 3 xoctoMm ([MapameTpbl cBA3M
C XOCTOM)

Bkiaaka MapameTpu 38’a3Ky 3 xocToM ([TapameTpbl CBA3M € XOCTOM) BHKOPHCTOBY€ETHCS
JUTS KOHGITypallii CHCTEMHOTO MPOrpaMHOTro 3a0€3MeUeHHs Y pa3i i JKIFueHHS
GeneXpert Dx no koM totepy xocTy dabopartopHoi iHdopmariiitaoi cuctemu (LIS) abo
no Cepheid Link.

KoHdirypyBaHHsi L€l BKnaaku He NoTpibHo y pasi, konu cuctema LIS He BUKOPUCTOBYETLCS 3
CHCTEMOHO.

LLlo6 ckoHdpirypyBaTtv napameTpu 38’A3ky 3 LIS, nepengite go Posain 2.14.4.1, KoHgirypauis
3B’a3Ky 3 xoctoMm aAng LIS. LWLo6 ckoHdirypyBaT napameTpu 38'a3ky 3 Cepheid Link, nepengite oo
Po3agin 2.14.4.2, KoHdirypauis 38’sa3ky 3 xoctom ans Cepheid Link.

KoHdirypauis 3B’A3Ky 3 xoctom ans LIS

1. Y cucremuomy BikHi GeneXpert Dx (muB. MaioHOK 2-55), HAaTHCHITH Ha
HanawTtyBaHHA (HacTponku) B mamesnti MeHto micis yoro HaTUCHITH Ha KoHdirypauis
cuctemu (Kondpmrypaums cuctembl) (mus. Mamorok 2-56).

2. Harucuits Ha Bkiaaky [apameTpu 3B’A3Ky 3 xocToM ([TapameTpbl CBA3MN € XOCTOM).
3’sBuThCs BKIamka lapameTpu 3B’a3Ky 3 xocToMm ([lapameTpbl CBA3M C XOCTOM).
Jus. Mantonok 2-81.
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T
ﬂ KoHbUrypaums cucTemsl e

r 0dwan |/ HacTpoHKH apXHEXPOBAHHA |/ Mankx |/ HacTpOHKH CBA3M C XOCTOM |/ «HaCTpOlKK ayTeHTHHDHEILM A |
[v] PazpewnTt CEAZL C XOCTOM
HacTpoiika rMaeHoro KoMNsTepa

] ucnons3osars Cepheid Link {(nocTtaBuTb OTMETEY TONbKO B CNy4Yae HANKWYHA CBA3YHWErD NPOrpaMMHOTQ 1
i obecneyennn Cepheid Link ona npocnexneadnA npodil) |
ID xocTa |LX

[] ABTOMaTHHECKMI 3aNpoC XOCTa Nocne ckaHupoeaHus ID obpasua
[ ABTOMaTHYECKan 3arpy3Ka KOMAK[] Ha NPOBEeHHe aHannsa
[v] ABTOMATHYECKAA BLITPY3Ka PE3YNLTATOE

[_] Mcnonb3osars ID obpasua w3 aHanusaropa

HacTpoilkn CEASH Ynpaenexue KoMmaHgamu/pesyneraramm

Mpotokon ® HL7 () ASTM | YOanuTL OTMEHEHHLIE KOMaH LI |
3anycTuib xocT Kak (! Cepeep @ Knuewt

| OKOHYHTL CPOK AeCTEHA Pe3yNLTaToR |

IP-agpec cepeepa
MopT Ne (1234 | Copoc Gydpepa CBA3M |
Koo aHanun3sa c xocta
Pazpewnts | Tect | Kog aHanwaa cxocta | |
[ Xpert C_dif-Epi Bepcua 2 | Pepakmposare
[l Xpert MTB-RIF Assay G4 Bepcua 6 PenakTHpoBaTh

| 0OK | | OTMEHHTE |

MantwoHok 2-81. flianoroBe BikHO KoHdpirypauia cucrtemu (KoHdurypaumsa cucremol)
(Bknapka MapameTpum 3B’A3Ky 3 xocToM ([MapamMeTpbl CBA3U C XOCTOM))

Mpumitka FAKLIo B HOBIM cucTemi akTuBoBaHa yHkuUis LIS, aHanian He ByayTb BMBeaeHi.

YBara

B pamkax nikapHsiHoi a6o na6opaTopHoi Mepexi, koxkHa cuctema GeneXpert Dx noBMHHa
MaTu YHikanbHy Ha3By CUCTEMU, sika Oyae BUKOPUCTOBYBaTUChb AJisl 3B’SI3KY 3 XOCTOM.
ApmiHicTpaTop xocTy LIS noBUHeH KOHTpontoBaTh npouec BU3HAYEHHS Ha3B CUCTEMM.

Baxnueo He ctaBTe no3Hauky nopyu4 3 «BukopucrosyBaTtu Cepheid Link» nig yac koHdirypauii
napamMeTpiB 3B’sI3Ky 3 XOCTOM AN nikapHAHoOiI cuctemum LIS.

3. Hapaiite napamerpu ans kKoH(QIryparii 3B’ 13Ky MK IpOrpaMHHM 3a0e31eueHHIM
GeneXpert Dx Ta madoparopHoto iHhopmariiiiHoo cucremoro (LIS):

»  AKTUBYBaTM 3B’A30K 3 XOCTOM (AKTMBMPOBATb CBA3b C XOCTOM)—O06epiTh, 00
JIO3BOJIMTH 3B’ 30K MiX IporpaMHuM 3abe3mnedennsMm GeneXpert Dx Ta
XOCTOM. 3HIMITh TIO3HAYKY, 00 IEAKTHBYBATH 3B’SI30K 3 XOCTOM.
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YBara

» ID xocty (ID xocTa)—BBenith yHikaibHe iM’st XOCTY 11 ineHTHdikamii LIS
abo cucremu kepyBaHHs ganuMu (DMS), sxa migKiIroueHa 10 CUCTEMHA
GeneXpert Dx. MakcuMajbHa KUIbKICTh CUMBOJIB CTaHOBHUTH 20,

¢ ABTOMaTMYHMIA 3aNUT XOCTY Nicnsa ckaHyBaHHA ID 3pa3ky (ABTOMaTUYECKMIA
3anpoc xocTa nocne ckaHuposanus ID ob6pasua)—OG6epiTs 1110 om0, M6
no3onuty cuctemi GeneXpert DX HajcunaTy 3anmuT Ha 3aMOBIICH] aHATI3U
3 BiJIckaHOBaHHM a00 BBeaeHUM D 3pasky.

e ABTOMaTU4He 3aBaHTaXEHHSl KOMaHAM Ha NPOBeAEHHSA aHani3y
(ABTOMaTMueCKasn 3arpy3ka koMaHAbl Ha npoBeAeHWe aHanusa)—O0epiTh
ITFO OTIIIi0, 00 no3BoiuTH cuctemi GeneXpert DX HajcHTaTi nepionnyHi
3alUTH XOCTY Ha BC1 KOMaHHM Ha TPOBEICHHS aHaI3y.

AKwo xocT nigkno4veHo Ao Aekinbkox cuctem GeneXpert, BU MoXxeTe:

* Ckopuctatucb « ABTOMaTM4YHMM 3anUTOM XOCTY Micnsi ckaHyBaHHA ID 3pa3ky» 3aMicTb
«ABTOMaTUYHOro 3aBaHTaXXe€HHS KOMaHAMW Ha NPOBEeAEHHA aHanily», Wob MiHiMi3yBaTn
KiNbKiCTb MOBTOPHNUX KOMaHA Ha NPOBEAEHHA aHani3y, HapicnaHMX Ha AekKinbKa cucTem
GeneXpert.

* XocT Mae 3aBaHTaXXUTW KOMaHOW Ha NPOBEeAEHHSA aHani3y Ha NeBHY BU3Ha4YeHY cUCTeMy
GeneXpert.

* Y pasi, konu 3amoBneHHA HaACUNalTbCs Ha Aekinbka cuctem GeneXpert, xocT mae
BiAMiHMTW 3annaHoBaHi KOMaHAW Ha NPOBeAEeHHSA aHani3y nicrsi oTPMMaHHA pe3ynbraTty
3aBepLUEHOro aHanisy.

«  ABTOMaTM4He 3aBaHTaXeHHA pe3ynbTaTy (ABTOMaTU4YecKas 3arpyska
pe3ynbTaTta)—Pe3ynbraTu 3aBaHTaXYHOTBCS K TIJIbKK aHai3 Oy/e
3aBEpLICHO.

»  Buxkopucratu ID 3pa3ky aHanisatopa (Mcnonb3oBath ID obpasua
aHanu3satopa)—O06epiThb 1110 oo, o6 cucrema GeneXpert Dx moria
3reHepyBaTtH yHikanbHuH D 3pasky, sikuii moBepTaeThes A0 Xocty. ID
3pa3Ky aHaiizaTopa € yHikaiapHuM ID st mboro 3pa3ky. Bin Mae
30epiraTucs y XOCTi Ta BUKOPUCTOBYBATHCS IS OAAJIBIIIMX KOHTAKTIB
BiJTHOCHO IIhOTO 3pa3Ky. LIs omilist 3aCTOCOBY€EThCS, SKIO YCTAHOBA HE
HaJae YHIKaJILHOTO BapiaHTy imeHTHdikarii 3pasky.

Skio ycTaHOBa Hazlae YHIKIBHUM BapiaHT iAeHTH(IKAIIT 3pa3Ky, 1ei
nmapaMeTp Tpeda J1eaKTHBYBaTH.

*  Bikno MapameTtpu 38’a3ky (MapameTpbl cBA3M)—O0epiTh Yn 3HIMITH
MO3HAYKY BiTHOCHO HACTYITHUX OTILIIM;

«  [potokon (Mpotokon)}—OGepits nmpotokos, cymicauii 3 HL7 a6o
ASTM.

«  BukoHatu hyHKUii XoCTY y AKOCTi (BbINONHMTL (DYHKUMM XOCTa B
KayecTBe)—/11s1 COKETHOTO 3’ €THAHHS MiX TBOMa CHCTEMaMH.
O06epiTh BUKOHAHHS (DYHKIIIT XOCTY Yy SKOCTi cepBepa abo KIli€HTa.

2-78

lMoci6bHuk onepamopa cucmemu GeneXpert Dx
303-1548-UK, Pea.A 2023-07



I'Ipou,e.qypu 3 BCTAHOBJIEHHA Ta 0COGNUBI BUMOTHU

« |P appeca cepsepa (IP agpec cepBepa)—Sikio o6paHO OMITiT0
BukoHaTtu dyHKuUji xocTy y AKocTi cepBepa (Ucnonb3oBaTtb yHKUMUM
X0CTa B KayecTBe cepBepa), Tpebda BBectH 4-3Hauny (N.N.N.N) IP
anpecy. li 3HauenHs mae ciBnanatu 3 [P agpecoro cepeepy xocra. N
mae OyTtu mix 0-255. SIkio oOpaHo ommito BukoHaTh dpyHKUiT xocTy y
AKocTi knieHTa (Mcnonb3oBaTh hyHKLMK XOCTa B KauecTBe cepBepa), IP
aZpecy MEpeKeBOi1 KapTKH IS 3BSI3KY 3 XOCTOM Oy/ie
MMPOACMOHCTPOBAHO.

»  [opt Ne (MopTt Ne)—Howmep nopty mae 6ytu Big 1024 mo 65535.

YBara . . "
MepexeBuin nopT, Nnpu3HaYeHun gna aHanizatopy GeneXpert, He NOBUHEH BUKOPUCTOBYBaTUCA

ansa nigknoveHHs xocta. fipyrun NIC, poctynHuin Ha koxxHoMy komm’oTepi GeneXpert, mae
BMKOPUCTOBYBaTUCA AN nigkniovyeHHA cuctemu GeneXpert Dx go xocry.

. KepyBaHHsa KomaHAO00 Ha NpoBedeHHS aHani3y/pe3ynbTaToM (YnpaBneHue
KOMaHZOW Ha NpoBefeHue aHanu3a/pesynbTaTtom)—HarucHits Ha
BIJITOBITHI KHOIIKH:

*  Bupanutn KomaHaM Ha NPoBeAEeHHA aHani3iB, AKi Oynu BigMiHeHi
(Yaanutb KOMaHAbI Ha NPOBEAEHUA aHaNM30B, KOTOPbIe ObiNK
yAaneHbl)—HarucHiTh, 1106 BUAATUTH KOMAaHIN Ha MIPOBEICHHS
aHai3y, ski Oyau BigmineHi. L ¢pyHKkuis Oyne kopucHOIo, oo
BHJIAJIUTH 3aiBi KOMaHIM Ha TPOBEACHHS aHAIII3Y IIiJ] Yac aHaTi3y
3B 43Ky 3 XOCTOM.

*  MpoctpoueHi pesynbtaty (MpocpoyeHHble pe3ynbTaTtbl)—HarucHiTh
Ha pe3yJbTaTH aHaJli3iB, MPOCTPOUYCHI AJIS 3aBaHTAKEHHS, SIK1 BXKe He
TIOBHHHI 3aBaHTaXXyBaTHCh JI0 XOCTY.

Yeara He kopucTyittecs CKUHYTH Oy dhep 3B’3Ky (COpocuTb bydhep cBA3M) (posrnapaeTbea HKYe)

nig yac 3BMYaNHOI eKcnyarauii; iHakwe BaM A0BeAeTbCsl MOBTOPHO 3aBaHTaXUTU
3aMOBJIEHHS Ta MOBTOPHO 3arpy3uTu pesynbTaTi.

»  CkuHyTu Oydep 38’A3Ky—Ounctutu aani mixk cucremoro GeneXpert Dx Ta
xoctoM. Ls dyHKIis Oy/ie KoprcHO¥O, 00 BUIATUTH JaHi Mif 4ac
TECTYBaHHS 3B 3Ky 3 XOCTOM.

+  Tab6muus Kop aHanisy xocta (Kog aHanm3sa xocra)—LIs Tabnuis, HagaHa
JUTS TICPEIVISITY, JO3BOJISIE aJIMIHICTPATOPY XOCTa BBECTH KOJI aHAIi3Y, KU
OyJ10 BBEICHO Ha XOCTI, 3 TUM, III00 HOTO OYyII0 BHECEHO JI0 CUCTEMH
GeneXpert Dx mig yac 06poOky KOMaHIM Ha MMPOBEJCHHA aHATI3y Ta
o opMIICHHS 3BITIB 3 pe3yJabTaTaMu.

»  AxtusyBatu (AKTMBUPOBaTb)—BKka3ye Ha Te, 10 aHaIli3 BKEe
Hi,Z[FOTOBaHI/Iﬁ AJId 3aBaHTAKCHHA KOMAaHAU Ha IIPOBCACHHSA aHani3y Ta
3BITY 3 pe3yJabTaraMu.

*  Anani3 (AHanu3)—Ha3sBa anaii3y, TOCTYIHA JUIS 3B’ SI3KY 3 XOCTOM.
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»  Kop aHani3y xocta (Kog aHanu3a xocta)—Kon ananisy, sikuii
BUKOPUCTOBYETLCS XOCTOM IJISI TOTO, H_I06 3aBAHTAXHWTHU KOMAaHIHU Ha
MIPOBEICHHS aHaJi3y a00 3aBAHTAKUTH PE3yJIbTaT aHaIi3Yy.

Bu He moxeTe pegaryBaTu Kop aHanisy Ansi nonepeaHix Bepcin aHanisy. SIKwo Bu oHoBUTe
Baxnueo KOZA aHani3y, Lile OHOBJIEHHA Gyae 3aCTOCOBaHO Nnulle A0 HOBOI Bepcii aHanisy; oTxe, BU
NOBUHHI 3MIHUTK KOA, aHani3y A0 OHOBIEHHS aHani3y.

YBara

ByabTe o6epexHi, Wob6 He BUKOPUCTOBYBaTU OAWH i TON e Kof, TecTy AA TecTiB 3 ABOX
pi3HUX aHani3iB.

4. HarucHits Ha kHOTIKY PefgaryBatu (PeaakTupoBaThb), o6 J03BOIUTH BUKOPUCTAHHS
aHaJIi3y XOCTOM Ta BU3HAYUTH KOAM TECTY XOCTa JUIS I[LOTO aHalli3y. 3BEPHITHCS JI0
Pozmin 2.14.5 mo6 ckoHpirypyBaTu aHaii3 Iyl 3aBaHTaKCHHS KOMaHIH Ha
MPOBEACHHS aHAITI3Y Ta PE3yJIbTary, Ta o0 BU3HAYUTH KOJU aHAJI3y XOCTa.

5. Harucuits Ha OK, mo6 36eperta 3MiHN Ta 3aKPUTH BiKHO.

2.14.4.2 KoHdirypauis 3B’Aa3Ky 3 xoctom ansa Cepheid Link

Micna Toro, ik cuctema 6yae HanawToBaHa ans ckaHepa Cepheid Link, ii He MoxHa Gyae
BUKOPUCTOBYBaTH A1 KOMaHA Ha NpoBeAeHHA aHanisiB, He noB’A3aHux 3 LIS, a6o ansa

Baxnueo npoBeAeHHs 30BHiLWHiIX KOHTponiB 6e3 BigkntoyeHHsA Cepheid Link. Cepheid Link moxHa
NigKNoYNTY We pa3 nicrns 3anycky KoMaHA Ha NpoBeAeHHsA aHani3iB, He noB’si3aHuX 3 LIS,
abo 30BHiLLHIX KOHTpoNIB.

Juis Toro, mo0 akTUBYBaTH Ta CKOH(MIrYpyBaTH 3B’S30K 3 XOCTOM Bijl CUCTEMHU
GeneXpert Dx go Cepheid Link:

1. V¥ BikHi cucremu GeneXpert Dx (auB. Mamtonok 2-55), 00epiTh KHOTIKY
HANALUTYBAHHA (HACTPOMKM), micist goro oGepits kronky KOH®IFYPALIA
CUCTEMU (KOHOUT'YPALIUA CUCTEMbI) (1uB. MamtoHoKk 2-56).

2. Ooepits kuorky MAPAMETPU 3B’A3KY 3 XOCTOM (MAPAMETPbI CBA3U C
XOCTOM) (auB. Mamtonok 2-82), o6 BuBectd podody nanensb «Ilapamerpu
3B’s3KY 3 XocToM». J{uB. MantoHok 2-82.

3. 1Ilo6 akTuBYBaTH 3B 530K 3 XOCTOM, IOCTABTE MO3HAYKY B OMLlii AKTUBYBaTH 3B’A30K
3 XOCTOM (AKTMBUPOBATb CBA3b C XOCTOM) B BEPXHBOMY JIiBOMY KyTi po6090i maHei
(muB. Mamonok 2-82). Lle no3Bomnsie oObupatu iHmi oniii Ha ekpani [lapamerpu
3B’ 513Ky 3 XocToM ([TapamMeTphl CBSI3H ¢ XOCTOM).

B pamkax nikapHsiHoi abo nabopaTopHoi Mepexi, koxkHa cuctema GeneXpert mae maTtu
Baxnueo YHiKanbHYy Ha3BY, sika 6ye BUKOPUCTOBYBaTUCH Al 3B’A3KY 3 XOCTOM. AAMiHicTpaTop xocTy
NOBUHEH KOHTPOMBaTU Npouec BU3HAYE€HHSA Ha3B CUCTEMM.
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R
IR Kondurypaums cucrems: l&,l
e ce— S S SSe—

Obwan | HACTPOlKM aPXHEMPOBAHMA | [Nankn | HacTDOMKM CEA3H C XOCTOM | «HACTDOMKH ayTeHTH(HKALMH» |
v| PazpelluTs CEAZL C XOCTOM
HacTpoiika rNaBHOoro KOMALIOTEPa

[¥l Henonezoeats Cepheid Link (noCcTaEWTE OTMETKY TONLKO B CNY4ae HANWYUA CEAZYHIWEr0 NPOrpaMMHOro |
oDecnevenun Cepheid Link gna npocnexuealnAa npodil)

ID xocTa |LX

Z

[_] Hcnonesogarts ID o0pasua w3 aHanusaropa

HacTpoitku CEA3M Y KOMaH IpeaynsTaTamu

YOANUTE OTMEHEeHHbIE KOMaHIK |

/’ Mporokon | (/HL7 @ ASTM

3anycTuTk XocT kak || @ Cepeep

IP-agpec cepeepa || |192.168.144 105

‘ OKOHYHTL CPOK QeHCTEHA Pe3ynLTaTos |

Mopt Ne | |3000 ‘ Cbpoc bydepa ceAzn |
Kog ananuza c xocta
Paapewnts | Tect | Kop aHanw3a c xocta | |
] Xpert C.dif-Epi BepcuA 2 | Penakmmpoeats
] Xpert MTE-RIF Assay G4 BepcuAa 6 PenakTHpoBaTs
‘ 0K | | OTMEHNTE |

ManioHok 2-82. Po6o4a naHenb ckoHcpirypoBaHa ansa Cepheid Link B
MapameTpax 3B’A3Ky 3 xocToMm ([lapamMeTpbl CBA3U C XOCTOM)

Bcs iHdopmauin, aky Tpeba BBecTU o0 Li€i pob60oyoi naHeni, Mae 6yTu HaA4aHOK MepeXeBUM

Baxnueo aamiHictpatopom LIS. BoHa He HapaeTbces Cepheid.

4.  Oo6epiTts omiito Bukopucratu Cepheid Link (Mcnonb3osatk Cepheid Link), 106
HajamTyBaru 3B’ 130K 3 xoctoM 1y Cepheid Link. [Ticns Toro, sik B o0epeTte
Bukopucratu Cepheid Link (Wcnonb3oBate Cepheid Link), Oinbricts koHpirypartiii
Oyzie HamamToOBaHO aBTOMAaTH4HO. [luB. ManroHok 2-82.

5. B po3snini «3aransHa iHpopMarltisy pododoi manenm «IlapameTpu 3B’ s13Ky 3 XOCTOM,
BBEJITh MOTPiOHY iHpOpMaIiro Ta 00epiTh HeOOXiaHI ommii Mg iHTepdeiicy 3
Mmepexero LIS.

. ITose ID xocty (ID xocTa)—BBeniTh yHiKaNIbHE iM st XOCTY 1S iAeHTHDIKALII]
cucremu GeneXpert Dx. MakcuManbHa KiJIbKICTh CHMBOJIIB CTAHOBHUTH 20.

e Omuis ABTOMaTUYHMIA 3aNUT XOCTY Nicnsa ckaHyBaHHs 1D 3pa3ky
(ABTOMaTMueCKMit 3anpoc xocTa nocne ckaHmpoBaHusa ID obpasua)—ITio omiiiro
neakTuBOBaHO 1pu 3’ eananHi 3 Cepheid Link.

*  Omnuis ABTOMaTM4He 3aBaHTaXXeHHSl KOMaHAW Ha NPOBEAEHHS aHanisy
(ABTOMaTHUuecKas 3arpy3ka KoMaHabl Ha NpoBeAeHWe aHanu3a)—ILIro onmiro
neakTUBOBaHO mpu 3 eananHi 3 Cepheid Link.
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Ommist ABTOMaTMYHE 3aBaHTaXeHHA pe3ynbTaTtiB (ABTOMaTU4eCKan 3arpy3ka
pesynbTaTtoB)—IIo omitito neakrrBoBaHo TpH 3’eaHanHi 3 Cepheid Link.

Ommuist Bukopuctatu ID 3pasky aHanisaTopa (Ucnonb3oBath ID obpasua
aHanu3aatopa)—O06epiTs 1110 o1, o6 cucrtema GeneXpert Oyia B 3M03i
creHepyBaTy yHikainbHHH ID 3pasky, skuil moBepraeThes 10 xocty. ID 3pasky
aHauizaropa € yHikansHUM [D mis mporo 3pasky. Bin mae 30epirarucs y xocTi
Ta BUKOPUCTOBYBATHCS JJIS TOJANBIINX KOHTAKTIB BITHOCHO IIHOTO 3pa3Ky. Lls
OIS 3aCTOCOBYETHCS, SIKIIO YCTAHOBA HE HA/IA€ YHIKAJILHOTO BapiaHTy
ineHTu(ikamii 3pasKy.

S0 ycraHOBa HajJae YHIKQILHUH BapiaHT iIeHTU(IKaMii 3pa3Ky, nei
napameTp Tpeba JeaKTUBYBaTH.

B po3znini «Ilporokom» pobouoi manemi «Ilapamerpu 3B’53Ky 3 XOCTOM», 00€piTh
npotokol, cymichwuii 3 HL7 a6o 3 ASTM.

B po3znini «IlapameTpu 3B’s13Ky» po6odoi maneni «[lapamerpu 3B’ 3Ky 3 XOCTOMY,
xocT Mae Oyt BuzHaueHuM sik Cepsep (Cepsep), 11106 3’exnaruck 3 Cepheid Link.

ITosne IP appeca cepBepa (IP agpec cepBepa)—Tpeba Beectu 4-3rauny (N.N.N.N)
IP agpecy. Ii 3Hauenns mae criBmazgaru 3 IP angpecoro cepepy xocrta. N mMae
Oytu mix 0-255.

ITose Mopt Ne (Mopt Ne)}—Homep mopty mae 6ytr 3000, 11106 3’€qHATHCE 3
cepsepoM Cepheid Link.

[Micns HanamTyBanHs mapaMeTpiB s 3B’ 13Ky 3 Cepheid Link, HarucHiTh Ha
kuornky OK. Jlus. Masntonok 2-82.

OGepits kHOMKY BigMiHa (OTMeHUTB), sikiiio Bu He GaskaeTe 30eperTd nmapamMmeTpu
3B’SI3KY 3 XOCTOM.

Cepheid pekoMeHaye 3aBXau NiATBEpOKYBaTK, O pe3ynbTaTti, 3arpyxeHi ao LIS abo HIS,
cnisnagatoTb 3 pesynsratammn GeneXpert nicns BHeCeHHst 3MiH go cuctem GeneXpert abo xocTy,
BKITHOYaO4M, ane He 0bMeXyruncb BHECEHHAM 3MiH [0 HaCTYMHWUX KaTeropin:

* Bepcisi nporpamHoro 3abeaneyeHHst GeneXpert

Mpumitka . ; .
P * chaninu Bu3HaveHHs aHanisy GeneXpert Ta Bepcis
* HanawTyBaHHS NigknoveHHs o xocty GeneXpert
* nporpamHe 3abe3neyvyeHHs XxocTy abo 3miHVM HanawTyBaHb
* 3MiHW OO nporpamMHoro 3abe3nedyeHHsa abo KoHgirypauii LIS
2.82 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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2.14.5 KoHdirypauisa komaHaun Ha NnpoBeAeHHA aHarni3y Ta
3aBaHTaXXeHHA pe3ynbraTiB

YBara

[ns Toro, Wo6 npoBecTN HEOOXiAHUI aHani3, TON Xe KoA aHanily mae 6yTn BBeAeHUM Ha
xocTi Ta B cucteMi GeneXpert Dx cuctemun Cepheid Link, sikwo HeobGxigHo.

YBara

He BHOCITb 3MiH 4O KOMaHAW Ha NPOBeAEeHHs aHani3y A0 Toro, Ak 6yAyTb 3aBaHTaXeHi
pe3ynbraTi BCiX aHanisiB.

2.14.51 KoHdirypauis kKomaHau Ha NpoBeAeHHSA OQHOPEe3yNbLTaTHOro aHanisy
Ta 3aBaHTaXXeHHs pe3ynLTaTiB

1. B posmini rabmauni Kog aHanisy xocty (Kog aHanu3sa xocta) exmazaku [Tapamerpu
3B 513Ky 3 xocToM ([Tapamerpsl cBsizu ¢ xocToM) (nuB. ManroHOK 2-81) HATUCHITH
Ha HeoOXinHy kHonky PeparyBaHHsa (PefakTmpoBaHue), o6 BHECTH 3MiHU 10
napaMmeTpiB. 3’ sIBUThCA JiaJioroBe BikHO BusHadeHHs kony aHanisy (Onpenencaue
Koma aHanmsa). Jlus. MaroHok 2-83.

r = - N
m Onpegenute koa aHanusa Xpert EV Assay Bepcua 3 &J
[v| Pazpemnts
Kop ananu3a ans recra c xocra lcPHD BV f
]
| OK | l OTMEeHHTL
e — 4

MantoHok 2-83. [lianoroBe BikHO Bu3HaueHHA koay aHanisy (OnpepeneHue koga
aHanusa) ansa ogHope3ybLTaTHOro aHanisy

2. HarucHits Ha omiito AKTUBYBaTH (AKTUBMPOBATB), 11100 T03BOJIHUTH XOCTY
3aBaHTa)XUTH KOMaH/y Ha NPOBeCHH aHami3y ta cuctemi GeneXpert Dx
3aBaHTAKHUTHU PE3YJIBTATH HA XOCT 3 BUKOPUCTAHHSAM BU3HAYEHOTO KOy aHAII3y.

3. B none Kog aHanisy xocta ans aHanisy (Kog aHanusa xocta gns aHanusa)
IianoroBoro BikHa BusHaueHHs koay aHamizy (OnpeaeneHue Koaa aHain3a) BBEIITh
TOW caMUi KOJ| aHAi3y, KU OyJI0 BBEIEHO 0 CHCTEMH XOCTY Ta JI0 CHCTEMH
Cepheid Link, sixiiio 3acTocoBHO (KO aHasli3y, BBEICHHN 1)1 CUCTEMHU
GeneXpert Dx, Mae OyTH THM e, [0 BBEICHO 10 CUCTEMH XOCTY T4 CHCTEMHU
Cepheid Link). Beenits Big 1 1o 15 cumBomis.

lMocibHuk onepamopa cucmemu GeneXpert Dx 2.83
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4. HarucHits Ha OK, 11106 36epertu mapamerpu uis 1boro aHaiisy. [Iprpamue
3a0e3IedeHHs MepeBipUTh YHIKaIbHICTD KOAY aHali3y Nepel] TUM, K 30eperTu Horo.

Cepheid pekomeHaye BaM BUKOPUCTOBYBATW OOMH 1 TOW e KOA ANs HOBOI BEPCii TOro X aHaniay.
MpumiTka OpHak, SKWwo BY GaxxaeTe 3MIHUTK KOA, aHani3y Ans NOTOYHOro aHanisy, BHECITb Ui 3MiHM [0
iMNOPTYyBaHHS HAcCTYMNHOI Bepcil.

2.84 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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2.14.5.2 KoHdirypauis komaHAn Ha NnpoBeAeHHA 6aratope3ynbLTaTHOro
aHanisy Ta 3aBaHTaXeHHA pe3ynbraTiB

BararopesynsrarHuil aHaii3 HaJae pe3ylnbTaTH CTOCOBHO 0ararboX OpraHi3MiB Ta I'eHiB.

1.

B posmini Ta6aumi Kog ananisy xocty (Koa aHanmsa xocra) sxinanxu «IlapameTpu
3B’SI3KY 3 XOCTOM» (IHMB. MaroHOK 2-81) HaTHCHITH HAa HEOOXiAHY KHOIKY
PeparyBaHHs (PegakTupoBaHme), 1106 BHECTH 3MiHH 0 TapaMeTpiB. 3’ ABUTHCS
niajorose BikHO «Bu3HaueHHs Koy aHanmizy». Jlu. Mantonok 2-84.

Harucuits Ha omitiro AKTUBYBaTH (AKTMBMPOBATh), 11100 TO3BOJIUTH XOCTY
3aBaHTaKUTH KOMAH/y Ha MMPOBEAEHHs aHamizy Ta cucteMi GeneXpert Dx
3aBaHTAKUTH PE3YJIBTATH Ha XOCT 3 BUKOPHCTAHHAM BH3HAYEHOTO KOy aHAJI3Y.

B none Kop ananisy xocta ansa aHanisy (Ko aHanusa xocta Ans aHanusa)
niajgoroBoro BikHa Busnauenus xoxy anamizy (Onpenenenne Koja aHan3a) BBEIITh
TOW caMMi KOJ aHai3y, SKUi OyJ0 BBEIEHO 10 CUCTEMH XOCTY Ta 10 CUCTEMH
Cepheid Link, sk1m1o 3acTocoBHO, (KOI aHATi3y BBEACHHM IS CHCTEMH

GeneXpert Dx mae OyTH THM e, 1110 BBEACHUI B CUCTEMY XOCTY Ta CHCTEMY
Cepheid Link). Bu moxkete BBecTH Bix 1 1o 15 cumBoOIIiB.

HasBu pe3synbraris, 3a3Ha4eHUX B aHali3i, neperiueHi y moni Ha3Ba pesynsrtarty
(HasBaHue pesynbrara). Tue. MaimoHok 2-84.

BBenith kKox pe3ynbrary anaiisy B moie Kog pesynbtaty aHani3y (Kog pesynbrata
aHanu3a) (nuB. MaoHok 2-84), sKHii BiAMOBIIa€ KOKHIN Ha3Bi pe3y/bTary, SKUi
MOKe OyTH BKJIFOUSHHIA JI0 I[LOTO aHAIi3y.

F= - — -
ﬁ Onpegenntb koa aHanusa Xpert MRSA_SA Nasal Bepcua 1 &J
[v| Paspemnts
Koq aHanmuaa ans Tecra ¢ xocra |CPHD SA NASAL
imA pe3ynbTaTa I Kop pe3ynerara aHanuaa
MRSA 12345
SA 123456 '

I OK || OTMEeHHTL

MantoHok 2-84. [lianoroBe BikHO Bu3HauyeHHA koay aHani3y (OnpepeneHue koga

6.

aHanusa) gnAa 6aratope3ynbLTaTHOro aHanisy

Harwuchits Ha OK, 11106 36epertu 3MiHH Ta 3aKPUTH BIiKHO.
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2.14.6

2.14.6.1

Mpumitka

KoHdpirypauia HanawTyBaHHA ayTeHTUdikauii

{06 cxoH}irypyBaru HamamTyBaHHs QYHKIIH AyTeHTH(IKAIsT (AyTeHTUQHUKALUS ),
ABtomatnyHe OIOKyBaHHS cUCTeMHU (ABTOMaTuueckasi OJOKHPOBKA CHCTEMBI) U
ABromarnyHuil Buxin (ABTOMaTHYECKUii BBIXO), BUOEPITh BKIaaKy HanawTyBaHHA
ayTteHTudikauii (HactTponkn ayTeHTMhMKauunm).

KoHdirypauisa HanawTyBaHHA 61OKyBaHHA

Bu MoxxeTe HanmamTyBaTd aBTOMAaTHYHE OJIOKYBAaHHS JUTS BUTIAJIKIB, KOJTH KOPHCTYBauy He
BJIA€THCS BBECTH MPABWIBHUN Maposb. [1oiTHKa aBTOMaTUYHOTO OJIOKYBaHHS
(ITomuTHKa aBTOMATHYECKOH OJOKUPOBKH) BU3HAYAE, 110 BiIOYBAETHCS, KOIH KOPHCTYBad
BBOJUTH HENPaBWILHUM mapoiib. Lle rapaHTye, Mo 3T0BMUCHHUK HE 3MOXKE
BHKOPHCTOBYBATH IpyOy cHiTy abo CIIOBapHY aTaky, o0 BiAragaTy Ta 3JlaMaTH IapoIib
kopuctyBaya. [1106 pegaryBaTu HanalTyBaHHS MOJITHKH OJIOKYBaHHS OOIKOBHX 3aIlUCIB
(ITomuTrka OJOKMPOBKH YUETHBIX 3aIHCEH ), TOTPUMYHUTECh THCTPYKIIiH, HABESICHUX
HIDKYE.

Cuctema He 6nokye BigganeHnx KopMcTyBadis.

1. V¥ Biknai Cucrema GeneXpert DX (muB. MaifoHOK 2-55) 00epiTh KHOTIKY
HANALUTYBAHHSA (HACTPOWKM), micis woro o6epits kronky KOH®IFYPALISA
CUCTEMU (KOH®UT'YPALIUA CUCTEMbI) (nuB. MasoHoK 2-56).

2. Harucuits Bkinanky HanawrtysaHHA ayTeHTUdikauii (HacTtpoikn ayteHTudukauum);
3’ saBisgeThes iHGopmaris Hamamrysanns ayrentudikarii (Hactpoiiku
ayreHTH(UKanun). AuB. ManroHok 2-85.

3. BuGepite ABTOMaTM4He 6110KyBaHHA (ABTOMaTMUeCKas GNOKMpOBKa).

4. BubepiTb, CKiIbKH pa3iB KOPHCTYBay MOKe CIpoOyBaTH BBECTHU MapOIib. 3a
3aMOBYYBAaHHIM BCTAaHOBIICHO 5 pa3iB, aie MO)kHA BuOparh uucio Bix 3 mo 10.

5. BcTaHOBITh Yac TPUBANIOCTI OJOKYBaHHS, CKIJTbKU Yacy KOPUCTYBAY 3aJIAIIAE€THCS
3a0JI0KOBaHUM, TIOKH CHCTEMa HE JO3BOJIUTH KOPUCTYBady CIpOoOyBaTH IIe pas.
3a 3aMOBYYBaHHSIM BCTAHOBIICHO 30 min (xB), aJie MOXKHA BUOpPATH MEPioj BiJ
15 mo 60 min (xB).

2-86
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MantoHok 2-85. HanawrtyBaHHA ayTeHTUdiKauii, ckoHcirypoBaHi ans
aBTOMaTU4HOro GrIOKyBaHHs

100 BUMKHYTH aBTOMATH4HE OJOKYyBaHHsI, BUAAIITh IO3HAYKY B 1101 ABTOMaTU4He
GnokyBaHHs (ABTOMaTU4ecKasi GNOKMPOBKa).

214.6.2 KoHdirypauis aBTomaTU4HOro BUXoay

MoxHa CKOHQITypyBaTH aBTOMaTHYHHUI BHXIJl i3 CHCTEMH y BHITIAIKaX, KOJIH KOPUCTYBad
HEaKTHBHUI Y CUCTEMI MTPOTATOM TPHBAJIOTO MEpioay 4acy. ABTOMAaTHYHUN BUXi[
BiIOYyBA€THCS MICIISI BU3HAYCHOTO TEPiOJy BiJICYTHOCTI aKTUBHOCTI JIJISt TapaHTii Oe3reku
Ta KOH(IACHIIHHOCTI 3anKciB Ta iH(opMaIlil maIieHTiB.

1.V BikHi Cucrema GeneXpert Dx (nuB. MaimtoHOK 2-55) 00epiTh KHOTIKY
HANALLTYBAHHSA (HACTPOWUKM), micsst woro o6epits kuorky KOH®IFYPALIA
CUCTEMU (KOH®UI'YPALIUA CUCTEMbI) (nuB. MastoHOK 2-56).

2. Harucuits Bkianky HanawrtysaHHsa ayTeHTUdikauii (Hactpoikn ayteHTudukauum);
3’siBnseTbes iHdopMaist HanamryBanus ayrentudikanii (Hactpoiiku
ayTeHTu¢uKanun). Jus. Mamonok 2-86.

3. Bubepits YBIMKHYTU aBTOMaTUYHMI BUXiA (BKNounTb aBTOMaTUYECKMI BbIXOA).

4. BcTaHOBITH KUIBKICTh J03BOJICHUX XBHJIMH BiZICYTHOCTI aKTUBHOCTI TIepe]
ABTOMATUYHUM BHXOJIOM. 32 3aMOBYYBAHHSAM BCTAHOBJICHO 15, ane Mo)kHA BUOpaTH
nepion Big 15 10 500 min (xB).
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2.14.6.3

MpumiTka

MpumiTka

T
n Kongurypaums CWCF:MhI @
|/06-m rmrmmiuwmm rl'lunl HaCTpOIKH CEA3H C KOCTOM |  «HACTDOKM ayTeHTH(DUEALUH»
«HacTpofiku 6nokuposKm» [¥l «Paspew. aBTOM. BbIXO[ H3 CHCT.»
[t Kan —

«ABTOMATH4ECKN BEIBOAMTE NOJIL20BATEINA M2 CHCTEME Nocne (B MuHyTax)s | |||

«THN ayTEHTHDHKALMN
[ «LDAP»

| 0K | | OTMEHNTE |

MantoHok 2-86. HanawTyBaHHA ayTeHTUiKaLii, CkKOHdirypoBaHi ans
aBTOMaTU4HOro BUXOAy

{06 BUMKHYTH ABTOMaTW4HWI BUXiJ (ABTOMAaTHUYECKUI BBIXOM), BUAATITH MMO3HAYKY B
moji YBIMKHYTU aBTOMaTU4YHUIM BuXia (BKNHOUYNTE aBTOMaTUYeCKMiA BbIXog).

HanawTyBaHHA TNy ayTeHTUdikauii LDAP

Konairypartist cmipommeHHoro MpoTOKOIy IocTymy 1o karajioriB (Lightweight Directory
Access Protocol, LDAP) no3Bosmsie miakmouaru oOIiKOBI 3aUCH KOPUCTYBaviB
GeneXpert Dx 1o meHTpaizoBaHOi CHCTEMH KaTajoriB, Hampukiag Microsoft Active
Directory, mo6 nepeBipuTH Maponii MokHa Oyllo Ha LeHTpalbHOMY piBHi. Yci
KOpHCTyBadyi, mofaHi min yac yBiMkHeHHST LDAP, mo3HauarumyThes y BikHI KepyBaHHS
(Ynpasnenue) sik BinaaneHHui (YaaneHHbIN) kopucTyBaui.

KoHdbirypauist LDAP notpebye BBeaeHHst faHux i gonomorun Baworo IT-Bigginy.

YBiMKHEHHS nigkntoveHHss LDAP notpebye cTBOpEeHHsI cnoYaTky NpuMHaiMHi OHOro MicLEeBOro
aaMmiHicTpatopa. [me. Po3sain 2.13.3, KepyBaHHS KopucTyBayamum

1. V¥ BiknHi Cucrema GeneXpert Dx (quB. MamtoHok 2-55) 00epiTh KHOTIKY
HANALUTYBAHHSA (HACTPOMUKM), micist goro oGepits kronky KOH®IFYPALIA
CUCTEMU (KOHOUT'YPALIUA CUCTEMbI) (1uB. MamtoHok 2-56).

2-88
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HarucHite Biaaky HanawTtyBaHHsa ayTeHTudikauii (HacTpoiikv ayTeHTMdMKaumm), i
3’siBUThCS iHpopManis HanamryBanus ayrentudikanii (Hactpoiiku
ayTeHTu¢ukanun). Jus. Mamonok 2-87.

V posnini Tun ayteHTudbikauii (Tun aytreHTudpmkaumm) sudepits LDAP.

Baenits Take:

Mpue'azanuit DN (DN nogkntoyeHns)—sBeniTh aapecy cepBepa Katajiory 3
nigrpumkoro LDAP.

MopT—BBeniTh KOMIT'FOTEPHUIT TTOPT, 10 AKOTO ITiJKIIIOYSHUI cepBep KaTaoriB.

Atpubyr ID kopuctyBaya (ATpubyT ID nonb3oBatens)—seeits arpudyt ID
KOPHUCTYBaya, SKHi BUKOPUCTOBYETHCS [UIS CITiBBITHOIIECHHSI YHIKAIBHAX
KOPUCTHBAYiB KaTaJoriB 3 iM’ M KopucTyBada. Hampukiaa, MoxHa BBecTH Uid,
SIKIIIO JIJIsl BU3HAYCHHS KOPUCTYBaviB y Bariit Mepexi BHKOPHCTOBYEThCS
arpulyT «yHiBepcalbHUI ieHTHdiKaTopy» (uid).

Bba3a DN—sBBexith 6a3y momryky (DN — distinguished name, yHikanbHe iM’s1).
Bbaza DN — 11e Touka, 3 SiK0i cepBep 3[iHCHIOBaTHME MOIIYK JJIsl KOPHCTYBadiB.
[Momryx LDAP nns amminicTpaTopa KopUcTyBada 31iHCHIOBATUMETHCS
cepBepoM, nmounHarouu 3 6a3u DN (dc=example,dc=com).

Mpue’asaHun DN—sBexiTh npus’s3any Hazsy DN. Tpus’s3anuit DN — 1e
MOBHICTIO YTOUHEHUH ieHTH(ikarop 00’ ekta Ha cepepi LDAP o6iikoBoro
3aInCYy, IKUH BUKOPHUCTOBYETHCS IS TiAKITIOYeHHS 10 Karanory LDAP.

Maponb—aBexiTh maposb 00iKoBOro 3anucy mpus’s3aHoro DN mist LDAP.

YBiMKHYTH ayTeHTUdiKaLito SSL (Bkniountb ayteHTUdMKaumio SSL)—rmocrasre
BiIMITKY B [OMY TIOJIi, I[00 YBIMKHYTH TE€XHOJIOTiI0 OE3MEKH IPOTOKOIY
3axucrty iHpopmaii (SSL) ans nigkmouenns LDAP. SSL — nie crangapTtaa
TEXHOJIOTisl OE3MEKH JIJIsl BCTAHOBJICHHS 3allIM(POBAHOTO 3B’ 3Ky MiXkK
CepBEpPOM 1 KITIEHTOM. SIKIIO 110 PYHKIIiF0 BUMKHEHO, CUCTEMa TiepeIaBaTHMe
He3au(ppoBaHy iHPOPMAIIito.
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2.15

MpumiTka

]
K
ﬂ OHOUIypPaLmMA CWCTEMBI - @
|/ 0O6wan f’ HaCTDOIKH apXHEHPOBAHHA r Manku rmrmnium:u:xm:mu r’ «HacTPoiKn ayTeHTHDHKALHMN» ‘
«HacTpoiixu GnokMpoBKM» [J] «Paspew. agToM. BIX0M W3 CHCT.»
[ why Kan e
l
i |
«THN ayTeHTHDHKALMMK
[V «LDAP»
«[NaBHbIA KOMALIOTED»  Servername
«Moprs 389

«ATpHOYT ID nonb3oBatenA» uUid
«Baza DN» | dc=example dc=com

«DN nognioyesnA» ChN=user.1,CN=Users,DC=example,DC=com

«lMaponbs ||oooooo|o|o|o|

[v] «PaspewnTs SSL-ayTeHTHMHKALNIO:

| OK | | OTMEHHTE |

MantoHok 2-87. HanawTtyBaHHA ayTeHTUdiKauii, ckoHcirypoBaHi ans LDAP

1106 BumkuyTH AyTenTHdikamito SSL (AyrerTndukarnuio SSL), BUAAIITh TO3HAYKY B
noui YBIMKHYTW ayTeHTUdikauito SSL (Bkntountb ayTeHTUdMKaumio SSL).

106 BumkayTH AyTenTHdikamito LDAP (Ayrentudukanuio LDAP), Bumamite
no3Havky B nosti LDAP.

lNMepeBipka HaneXxHoro BCTaHOBJIEHHS Ta
HanawTyBaHHA

B uboMy po3agini onucaHi 3aBAaHHS, siki MOXYTb BUKOHYBATUCS KOPUCTYBayYamu 3 BignoBigHUMMU
possonamu. Aiue. Po3ain 2.13, BusHaueHHs KopucTyBadiB Ta [O3BOMIB.

[Ticns 3aBepIIeHHST BCTAHOBJICHHS aHaNi3aTopa (KOMIT I0Tep HAJIAIITOBAHO, KOPHUCTYBadi
Ta JI03BOJIM BU3HAYEHI Ta CHCTEMY CKOH(IrypoBaHO), epeBipTe, o0 cuctemy Oyno
BiJIIIOBIITHUM YHHOM BCTAHOBIICHO Ta HAJIAIITOBAHO HUISXOM BUKOHAHHS 3BIiTy OI[IHKH
BCTAHOBIICHHSI JIUIS TTepeBipku iHcTansii. s mporo motpidHO:

1. B cucremuomy BikHi GeneXpert Dx, B MeHto 3BiTH (OT4eTbl), HaTHCHITH Ha OUiHKa
BCTaHOBNEeHHA (OueHka ycTaHoBKM). Jlus. Maonok 2-88.

2-90
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n Gene)(;@) Dx System - -
Monk: Ynp. Onel'u] Hactpoiku OGcnyxusanwe O nporpamme

| < Oryer 06 obpa3uax — -®

i OTyeT 0 nayuente @' - @
=] | =)

OT4eT 0 TpeHAe KOHTPoNnAa 4 \/ [©}

o3na p v CHCTeMHBIA XypHan MpocmoTp pes. OnpepnennTs TeCTbl

OTyeT no cTaTucTuKe Tecta —_—

OLieHKa YyCTAaHOBKH !

UCTaBweecs | Cocro-
Xoao “ D Hazeanue | Mone3o- Pesynk- Hara =
Hassanne Tect D Bbinon- Craryc e ‘| obpasua moa. Barefnb Tar Tecr Craryc|| Anne 3anycka
Moaynsa obpasua B BbINC : OwHOKH|
aHanu3a

Al DocrynHo|
A2 LocrynHo|
A3 LocrynHo|
A4 LocrynHo|

| T z 22z
MantoHok 2-88. CuctemHe BikHo GeneXpert Dx 3 Bunagato4umm meHro 3Bitu (OT4eThl) Ta 06paHoto
OLIiHKOK BCTaHOBMNEHHA

2. 3surses BikHo Adobe® Reader, B SIKOMY OyIie BUBEIICHUH IJIS TIepenIsny 3BT
omiHKH BcraHoBlieHHsI cuctemu GeneXpert Dx. Jlus. Mantonok 2-89.

3. Posapykyiite 3BiT. K110 KOMIT FOTEp HE MiIKIIOYCHO 0 IPHHTEPY, 30€peKiTh hani
y MiCIli, I BU 3MOXeTe HOro pOo3ApyKyBaTH.

4. TlepersHbTE HACTYIHI PO3ILIH 3BITY:

*  Indopmauisi npo cuctemy (MHdbopmauma o cucteme)—Ilepeipsre, 100 y
croemmi «Craryc» 6yimo MpongeHo (MponaeHo) B KOXXKHOMY PSIKY.

*  Indopmauisa npo ananizatop (UHdopmauua 06 ananmsatope)—/liist KOXKHOTO
aHaizaTopa, 3’ €THaHOTO 3 KOMIT IOTEPOM, 3BIT MICTUTh CEPIHHII HOMED
aHaJi3aTopy, BCTAHOBJICHI IPOTPAMHM Ta CTATyC KOYKHOTO ONepaIliiiHoro
Momyiro. SIKIo B 3BiTi BH3HaUEHO, 110 Penoprep He kanidbpoBaHo (Penoptep He
oTkanubposaH) a6o HepoctynHo (HepocTynHo), 3arenedonyiite 10 TeXHIYHOT
miarpumku Cepheid. Korraktay iHopmartito auB. y po3aiiai Texaiana
nigrpumka y [lepenmosa.

*  [ocTynHi aHani3u (JocTynHbIe aHANM3bl)—IIepeBipTe aHai3U B CIKCKY. SIKIIO
B TIOBIZIOMJICHHI 3a3HaueHo, 1110 AHani3u BigcyTHi (AHanu3bl OTCYTCTBYHOT),
MIepEenISTHBTE THCTPYKIIii, HaZaHi pa30M i3 KOMIUIEKTOM JIIaTHOCTHYHUX aHaJIi31B
in vitro 1 Po3nin 2.16.1.3, IMnopryBaHHs Bu3Ha4deHb aHajiizy 3 DVD mis
03HAHOMJICHHS 3 IHCTPYKITISIMHA TIIO0 IMITOPTYBaHHS (haiiiIiB i3 BU3HAUCHHAM
aHaizy.
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SIKIIO 1e# 3BiT OTPUMAHO MICIIsl BCTAHOBJICHHS CHCTEMH, aJie IO BCTAHOBJICHHS
aHaJI3iB B CHCTEMI, B 3BiTi Oye BU3Ha4eHO, 10 AHani3n BiacyTHi (AHanm3bl
OTCYTCTBYHT). SIKIII0 B 3BiTH BU3Ha4eHO, 10 AHaNI3n BiacyTHi (AHanu3bI
OTCYTCTBYHOT) IicJIst iIMITOPTYBaHHS (aiiiliB 3 BU3HAYCHHSIMHU aHAII3Y,
3atenedonyiite 10 TexHidHoi miaTpuMkn Cepheid. KonraktHy iHdopmariro
uB. y po3aini Texniuna miarpumka y [lepeamona.

5. Tlignunnite 3BIT OI[IHKY BCTAHOBJICHHS Ta 30€pEXkKITh KOO 3BITY /I iH(GOpMaIlii.
JuB. Mamonok 2-90.
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GeneXpert® Dx System
OTYeT OLEHKM YCTaHOBKM

B aTOoM oT4eTe NpMBOAATCA AOKYMEHTalbHbIE NOATBEPXKAEHUSI YCTAHOBKM AaHHOro GeneXpert® Dx
System.

MHdopmaums o cucteme

Mporpam. obecneu. Bepcus CraTtyc

GeneXpert® Dx System 6.5 MpongeH
Java Runtime Environment 1.8.0_151 MpongeH
SQL Database Microsoft SQL Server 14.00.3015 MpongeH
Basa gaHHbIX gx_db 4.0.1.0 MpongeH
OnepaymoHHas cuctema Windows 10 10.0 MpongeH
Mopkntoy. nporpam. mog. CIT 1 MpongeH

VHdopmauns o6 aHanunsatope
Ananusatop B

C/H aHanunsaTopa [porpammHo-annapaTHoe
obecneyeHve Wwnw3a
702078 2.0.18
HassaHne mogyna C/H mopyns MporpammHo-  BHyTpeHHAs Cratyc
annapaTHoe Temn. °C
obecneyeHune
Moayns
A1 503277 3.3.3 28,8 MponaeH
A2 503278 3.3.3 29,9 MpongeH
A3 503279 3.3.3 28,2 MponaeH
A4 503280 3.3.3 29,4 MponaeH
CkpbITble MOAynM = PenopTep BHe Anana3oHa KanubpoBsKu.

[ocTynHble TecTbl

HasBaHuve Tecta Bepcus Tun Tecta

Xpert BCR-ABL Monitor IS 1 [wnarHocTuka in vitro

Xpert CDIFFICILE 3 [uarHocTuka in vitro

Xpert EV Assay 3 [wnarHocTuka in vitro

Xpert Flu A Panel 3 OwnarHocTuka in vitro

Xpert GBS 3 [unarHocTuka in vitro
GeneXpert® Dx System Bepcvisi 6.5 KOH®UAEHLIMATIEHO Crpanmua 112

MantoHok 2-89. Npuknag 3BiTy OUiHKM BCTaHOBIEHHA - CTOP. 1
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GeneXpert® Dx System
OT4YeT OLEHKM YCTaHOBKM

YcTaHoBKa BXoAsLLMX B CETb NPUGOPOB COOTBETCTBYET TpeboBaHWsIM HAaCTPOWKY, ykasaHHbIM B GeneXpert® Dx
System PykoBoacTtse onepaTopa, paszene 'YcTaHoBka'.

MpoBepun(a) Oata

HanHbin napameTp |Q gonyckaeTcs, ecnu BCS MHOPMaLMs 0 cucteme 1 nHopmaumus o aHanusaTope ykasaHa
kak 'MporaeHo'. Bce moaynu aHanuaaTopa, ykasaHHble Kak 'TlporiaeHo', AOCTYNHbI ANS UCMOMNb30BaHUS.

Mpunsatue: [ ]lMpuemnembin [ ] He npuemnemsbin

BeinonHun(a) Hata
MpocmoTpen(a) n ytBepaun(a) [ata
GeneXpert® Dx System Bepcus 6.5 KOHOUAEHLMATIBHO Crpanuua 2 \2

MantoHok 2-90. lNMpuknaa 3BiTy OLiHKM BCTaHOBIEHHS - CTOP. 2
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2.16 KepyBaHHSi BU3HAYEHHAMUN aHani3y Ta NeBHUMMU
napameTtpamu naprii

B ubomy po3gini onucaHi 3aBgaHHS, siKi MOXYTb BUKOHYBATUCA KOPUCTyBayamu 3 BignosigHMMun
MpumiTka possonamu. [lossonu kopucTysadis onncani B Po3gin 2.13, BuaHayeHHs KopucTyBadiB Ta 403BOMIB
B ubomy posaini 3o06paxkeHHsi ekpaHy AEMOHCTPYIOTb piBeHb [leTanbHoi iHdopmalLii kopucTyBadis.

BusHaueHHs aHami3y MICTUTH PsJ 3alpOIPaMOBaHHUX KPOKIB, SIKi BAKOPHUCTOBYIOTHCS
cucremoro GeneXpert Dx 1151 mpoBeieHHS MIATOTOBKHU 3pa3Ka, MpoLenyp aMInridikamii
Ta po3nizHaBaHHs. Daiiny 3 BU3HAYCHHSAMH JIIATHOCTUYHUX aHaIi3iB in vitro (.gxa/.nxa)
MoxxHa orpumMath Bin Cepheid Ta iMmnopryBaTu 10 mporpaMHoOro 3a0e3neueHHs (JI1B.
Po3nin 2.16.1.3, ImnopryBanns Bu3HaueHb aHamizy 3 DVD). BusHauenns anamiziB, siki
OiypIlIe HE BUKOPHUCTOBYIOTHCS, TAKOK MOXKHA BUAATUTH (quB. Po3min 2.16.2,
3aBaHTaXCHHS (DailyliB BU3HAYCHHS aHAJI3y Ta IHCTPYKIiH-BKIAUIIIB i3 BeO-cailTy
Cepheid).

Jlesxi BU3HaYCHHS aHaNi3iB MOTPiOHI MEBHI MapaMeTpu MapTii, 00 BU3HAYNTH
pe3ynbraT aHaizy. JIBOMIpHI IITPUX-KOAW KapTPUIKIB MICTATEH iHPOPMAIIiFO PO MEeBHI
napaMeTpH MapTii, IKa aBTOMAaTUYHO IMIIOPTYETHCS ITif] 4ac CKAaHyBaHHS LITPUX-KOIY.
SIKmo, He3aJeKHO BiJ| NPUYMHH, CKaHEp IITPUX-KOIB HE MPAIfoe a00 HE € JOCTYITHHM,
iH(opMaIlito PO MEeBHI MapaMeTpy MapTii MOKIMBO OTPUMATH BPYUYHY, IUIIXOM
iMnopryBaHHs Qaiiny .gxr/.nxr (auB. Po3min 2.16.4, IMnopTyBaHHs TapamMeTpiB TEBHOT
naprii BpyuHy). [HpopMartito mpo meBHi mapaMeTpu mapTii, sika Bke He BUKOPUCTYETHCS,
TaKOXK MOXJIMBO BUAAIUTH (MuB. Po3min 2.16.5, BuganeHHs meBHUX MMapaMeTpPiB MapTii).

Busnavyenns ananiziB MmokHa immoptysati 3 DVD nuckoBona Cepheid abo BeO-caiity
Cepheid. [l orpumanns indopmartii mogo DVD nuckoBona aue. Posmin 2.16.1,
[TinkmroueHHs Ta Bukopuctanus DVD muckoBona..

Sxmo Bam kommuiekT ananizy He Mictuth CD, ¢aitn ADF Ta iHCTpyKIif0-BKJIQANII
MOJKHa 3aBaHTaXHUTH 3 BeO-caiity Cepheid. s orpumanHs iHbopMarii momo
BUKOPHCTaHHs BeO-caiity auB. Po3min 2.16.2, 3aBaHTakeHHs! (aiiiB BU3HAYCHHS
aHaJi3y Ta IHCTPYKUiH-BKIaauIIiB i3 BeO-caiity Cepheid.

Y pasi BigcyTHOCTI KOMN'toTepa 3 AOCTYMNOM A0 iHTEPHETY 3BEPHITbCSA [0 CBOrO perioHanbHOro ogicy
MpumiTka CNy>X0M TEXHIYHOI NigTpuMKM komnaHii Cepheid. [ne. po3ain TexHiyHa nigTpMMKa B NnepeamoBi Ans
OTPUMMaHHS KOHTAKTHOI iHdopmalLlii.

2.16.1 NMigknoyeHHsa Ta BuKopuctaHHa DVD gauckoBopa.

DVD nuckoBoj Moxe OyTH SIK 30BHIIIHIM JUCKOBOJIOM, SIKUI TIOBHHEH OyTH
MIIKITFOYCHUH 0 CHCTeMH 3a jJoroMoroto USB-mopty, Tak i BHYTPIIIHIM JUCKOBOIOM,
Bke BcraHoBieHHM y cucteMi. HE 3ary6iTh Ta He BUKMJaliTe 30BHilIHI
DVD-npusin.
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2.16.1.1

2.16.1.2

2.16.1.3

MpumiTka

Mipkno4veHHn 30BHiWHBLOro DVD auckoBoga ao cucrtemn GX Dx

ITigxmrouite nomanuii 30BHIHIA DVD muckoBox no cucrtemu GX DX TakuM YHHOM:

1.

3uaiiaite DVD auckoBoa. DVD nuckoBo MOCTaBISETHCSA B KOPOOIIi 3
oOJlaTHAHHSM 1 TIO3HAYEHUH SIK TPeAMET IS 30eperKeHHSI.

[Minkrouite DVD auckorox 10 omHoro 3 goctynaux USB-mopTiB y cuctemi.

Haruchits kHonky Bigkputu (Eject) na nepeaniit maneni DVD auckoBozy, mo6
BIJIPUTH JAUCKOBO]I.

CDROM 3HaxoauThcs B KOMITIEKTI aHami3y. BcraBre qUCK 3 BU3SHAYEHHSIMU aHATI3y
B DVD nuckoBon Ta 3akpuiite aepisita DVD nuckoBony. 3eneHuit iHIUKaTOp Ha
nepenHiit manem DVD nuckoBomy Oyme OnuMaTH, KO JUCKOBOJ Oyl YUTaTH
KOMIIaKT-JIHCK.

IMnoptyiiTe BU3HaYeHHS aHANI3y BiJMIOBIIHO 0O MPOIEIypH, onucanoi B Po3ain 2.16.1.3.

BukopucraHHsa BHyTpiwwHboro DVD auckoBoay y cuctemi GX Dx

Sxio B cucremi BecraHoBieHO DVD nuckoBoj, BUKOPHUCTOBYHTE HACTYIHY MPOICIYPY
JUTSL TOCTYITY JO AUCKOBOIY.

1.

3naiinite DVD nuckoBon. J[nckoBoj po3TalioBaHui criepeay Ha KOMIT IOTepi
Cucrema GeneXpert Dx, ane Horo po3rainryBaHHSI MOXE BiPi3HATUCH:

*  Ha HacTUTEHOMY KOMIT FOTEpi AUCKOBO PO3TAIIOBAHUH CIIEpey KOMII I0Tepa,
TOJI SIK

*  Ha mepeHOCHOMY KOMIT FOTEpi TUCKOBOI Oy7Ie pO3TaIIOBaHO 300Ky
MEPEHOCHOTO KOMIT I0TEpY.

Harucuite xHomky Bigkputh (Eject) na nepenuiit manesai DVD auckoBoxy, mo6
BiJPUTH AUCKOBO/.

CDROM 3HaxomuThCs B KOMIUICKTI aHaJi3y. BcraBre AUCK 3 BUBHAYCHHSIMHE aHATI3y
B DVD nuckoBon Ta 3akpuiite aepisita DVD nuckoBony. 3eneHuii iHIUKaToOp Ha
nepenHii manenai DVD auckoBomy Oyme OimMaTH, KOJH TUCKOBO Oylie YUTaTH
KOMITaKT-JTUCK.

IMmopTyiiTe BU3HAUYCHHS aHAII3y BiAMOBIIHO JO MpolexypH, onucanoi B Po3mim 2.16.1.3.

IMnopTyBaHHA BU3HaYeHb aHanisy 3 DVD

HesBaxatoun Ha MOXNMBICTb iIMNOPTYBaHHSA anniB 3 BU3HAYEHHSIMUN AiarHOCTUYHUX aHanisis
in vitro, nporpamHe 3abe3sneyeHHs GeneXpert Dx He nepen6avae MOXIMBOCTI pefaryBaHHs
BM3HAYeHb.

2-96
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1106 iMmopTyBaTy HOBI BU3Ha4YeHHs aHanizy 3 DVD:

1. B cucremuomy BikHi GeneXpert Dx HatucHiTs Ha BU3HaunTh aHanisu (Onpegenutb
aHanu3bl) Ha maHeN i MeHIo. 3 IBUThCs BiKHO BusHaunty aHamni3 (OnpenenuTsb
aHanm3). MamtoHok 2-93 nemoHcTpye BikHO BusHaunTtu ananis (Onpenenuts
aHanu3) aaMiHicTparoposi cuctemu GeneXpert Dx. BikHo 115t KoprcTyBadiB 3
piBHEM MOBHOBakeHb «JleTanpHuiN» Ta «bazoBuil» Mae MeHIIe (DYHKIIIHA (IUB.
Mamonok 2-91).

HaTucHitb, Wwo6 BusHauuTtn aHanis

.
B GeneXpert® Dx System ‘ﬂlﬁ

Monb Ynp AaHHbiMM  OTyernl Hactpoikn OGCnyxusanuwe Onpefenuts Tectsl O nporpamme NMons3oearens Detail Usel

Cosparb aHanus Mposeputsb cTatyc OCTaHOBHTL aHanNu3 Mpocmortp pes. Onpeg ahukm Obcnyxusanue
Tecr Hazeanue Tecra Xpert MRSA_SA Nasal
HaagaHne V. B 1
HIV-1 Quant IUO CE 1 S
Xpert GBS 3 TunTecra  [JuazHocmuka in vitro
Xpert Flu A Panel 3
Xpert EV Assay 3| Orkas or For In Vitro Diagnostics Use Only.
Xpert MRSA_SA Nasal . 1 OTBETCTBEHHOCTH 3a
Tecr Gea 3aronoeka NpHMEHeHHe TecTa
 Xpert CDIFFICILE 3
DEMO_MELT1_1

[ara nocneg. HameH. 12/04/20 17:21:40

Tun KapTpuoXa Kamepsi
Haasanue

2-Reagent 2
S-Sample
1-Reagent 1

’,7 ’m ’W l Naptua H Unnopr-1e \

HaTtucHiTtb, Wo6 iMnopTyBaTun aHanis

MantoHok 2-91. Cuctema - BikHo BusHauutm aHanis (Onpegenutb aHanus)
(BipkpuTo ana KopucrtyBaya 3 getanbHUM piBHEM NOBHOBaXeHb)

2. Harucuits Ha IMnopTyBati (MIMnopTMpoBaTh). 3’IBUTHCS 1iaJIOTOBE BIKHO
ImmopryBaru anani3 (Mmmoptuposars ananm3). us. MamroHok 2-92.

3. V¥ moni [lepersan (ITpocmotp): y BunazarouoMy MeHro nepeiinite 1o DVD
JUCKOBOJA.
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4. Tlepetinite mo nanku cucreM GeneXpert. 3HalAITE Ta 00epiTh (aiin BU3HAYCHHS
aHaizy (.gxa/.nxa), mcist 4oro HaTUCHITH Ha IMnopTyBaTtu (MMnopTupoBath). B
MepeTiKy aHalli3iB 3’ IBUTHCS HOBA Ha3Ba aHAJ3y Ta HOMEp Bepcii (JIiBOpyd y BikHI),
TOJi SIK TOAPOOUII CTOCOBHO IIHOTO aHANi3y 3’ ABJISATHCS MTPABOPYH BiJl IIEPEIIKY.
JuB. ManoHok 2-92.

rﬁ Mmnopt Tecta @
Look In: |ﬁexporl v| @@@@E

[} Xpert C. diff. G3.gxa

File Name: || / |

Files of Type: | Dainkl TeCTOB (.NXa, .gxa) ’ i |

| HMnopr-Te || Cancel |

MantoHok 2-92. [lianoroBe BikHO IMnopTtyBaTh aHani3 (MmMnopTupoBaTb aHanus)

5. TlepeBipre Ha3By aHaJi3y Ta HOMEp Bepcii, 00 MePEKOHATUC, L0 IMITOPTOBAHO
MPaBUJIbHE BU3HAUCHHS aHATI3Y.

6. Skmo BaM NOTPiOHO IMITOPTYBATH JOAATKOBI (paiiiiy BU3HAYEHB aHANTI3Y 3 TOTO K
KOMITaKT-IUCKY, TOBTOPiTH Kpok 2 no Kpok 5.

[nsa koMnnekcHMX aHanisie, siki MaroTb Aekinbka cannis .gxa/.nxa, iMmnopTynTe nuwie dannm

Mpumitka L : o
BU3Ha4YeHb A8 TUX aHanisie, ski 6yayTb BUKOHYBATMCA B Bawiin naGoparopii.
7.  Bupmamnite koMmakT-nuck 3 quckoBoxy DVD Ta 30epiraiiTe fioro B 6e3neyHOMY MicITi
y pas3i, AKIIO BiH I1e Oyae BaM MOTPiOeH.
8. Sxmo 30BHImHIN npuBig DVD BukopucToByBaBcs i Oinbliie He MOTPiOEH,
BIJIKJTIOYITh FOTO BiJ] CHCTEMH Ta 30epexiTh MPUBiJ Ta OB’ A3aHi 3 HUM Kabei
JUTS TIOJJANTEIIIOTO BUKOPHCTAHHSI.
. [Micnsa iMNopTyBaHHSA KiNbKiCHOrO aHanisy BM MOXeTe BHECTU 3MiHW Ao brioky pesynbraTis
Mpumitka o .
KinbkicHoro aHanisy. fins. MantoHok 2-93.
2.98 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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2.16.2 3aBaHTaxeHHs1 channiB BU3HAYEHHA aHani3y Ta iHCTPYKLUin-
BKnaauwis i3 Be6-canty Cepheid
1106 3aBaHTaXUTH (hailin BU3HAYCHHS aHaIi3y 3 BeO-caiity Cepheid:
1. Ha xomrr’rotepi 3 IHTEpHETOM TepeUIiTh Ha BeO-caiiT www.cepheid.com/support.

2. Y mento AHanisu (AHanu3bl) BUOEpITh NPOAYKT, IS SKOTO MOTPiOHO IMIOPTYBATH
ADF.

3. TIpoxpyriTe BHH3 10 po3aixy Pecypcu npoaykty (Pecypcbl npoaykTa).

4.  Harucuite IHempykyii 3 imnopmyeaHHs ¢haiiny (MHcmpyKuuu no umnopmupoeaHuro
¢haiina), 100 3aBaHTAKHUTH NOBHUI KOMIUICKT IHCTPYKILI i3 3aBaHTaKeHHs (aiiiiB
ADF Ta iHCTpYKITii-BKJIa IHIIIi.

5. Ilpouwnraiite Ta noTpumyiirecs Incmpyxyii 3 imnopmysanus ananisy (Mucmpyxyuu
no umnopmupoeanuro ananusa), mood saBantaxxutu ADF i iHCTpyKITito-BKJIa AT Ta
BcraHoBUTH ADF y cBoro cuctemy GeneXpert Dx.

IHcmpykujii 3 imnopmyeaHHs1 aHanidy (VIHcmpykyuu no umnopmuposaHuto aHanusa) OOCTYMHI Ha

MpumiTka
baraTbox MOBaXx.
Axwo Bawa cuctema nigknrovyeHa ao mepexi LIS a6o HIS, Bam Heo6xigHO OHOBUTU CBiN
Baxnmeo TEeCTOBUW Kop XOCTY (nicnsA BCTaHOBNEHHA thainy BU3HAYEeHHA aHanisy), Wob 3aBaHTaXUTH

aHani3n fo cuctemmn Ta/abo 3aBaHTaXUTU pe3ynbTaTh aHanisiB i3 mepexi LIS a6o HIS. Aus.
iHCTPYKUIT 040 OHOBNEHHA TECTOBMUX KoAiB xocTiB. Po3ain 2.14.4.1

2.16.3 BwupaneHHs channiB BU3HAYEHHS aHanisy

YBara
— BuaaneHHs BU3HaYeHb aHanisy 3 cMCTeMU € Heo6opoTHOIO dicto. MNepekoHaiiTecs, WO
BM3Ha4YeHHs aHanisy He OyAyThb Ginblue NOTPiGHI. fkWo BOHM GyayThL NOTPiGHI, 6yae
: noTpi6Ho iMmnopTyBaTH ix 3HoB 3 CDROM 3 BU3Ha4YeHHsAIMM aHani3y.
1. o6 BumanuTu (aiin 3 BU3HAYCHHIMHU aHami3y, y BikHI BusHauutn anami3
(Ompenenuts ananu3z) (nuB. MamoHOK 2-93), 00epiTh Ha3By aHAII3Y B MEPEITIKY
aHai3iB (JIIBOPYY y BiKHi), MMiCJIs 4OTO HATUCHITH Ha Buganutu (Yaanuts).
3’SIBUTHCSI TIOB1IOMJICHHS 3 ITiITBEPIPKEHHSM.
2. Harucwuits Ha Tak ([a), 106 BuganuTy BusHadeHH aHamizy. Daiiil 3 BUSHAYCHHAMH
aHauizy Oyze BUAAIeHO Ta HOTo Oy/ie BUKIIIOYCHO 3 TIEPEITiKy aHalli3iB.
lMocibHuk onepamopa cucmemu GeneXpert Dx 2.99
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HaTtucHiTb, Wo6 BU3HA4YMTKU aHani3

B2 GeneXpert® Dx System

Monb3oBatens YnpaeneHwe AaHHbIMM  OTyerbl Hactpolku OGCnyxuBaHue Onpefenutb Tectol O nporpamme

M G Bl & §

Co3znarb aHanus MpoBepuTs CTatyc OCTaHOBUTb aHANMU3 MpocmoTp pes. OnpegenuTs TecTsbl Onpepenurs rpauku ObcnyxuBaHne

Tecr HasBeanue Tecra Xpert HIV-1 Viral Load

A‘ Hazeanue V. Bepcnn 1
Xpert HIV-1 Viral Load

1 .
Xpert GBS 3 Tun recra Huazrnocmuka in vitro
Xpert Flu A Panel 3| -
Xpert EV Assay 3 OTKa3 or For In Vitro Diagnostic Use Only
Xpert MRSA_SA Nasal 1 OTBETCTBEHHOCTH 3a
Xpert CDIFFICILE 3 NpUMEHeHHe Tecra
EAWHMLA H3MEePeHHA KONHYECTBEHHOro pesynbrara copies/mL v
copies/mL
[aranocnef. u3men.  12/04/20 17:21:40 IU/mL
Twn kapTpugxa Kamepb!
HaagaHue
PEG-Wash
Sample
ProtK
Lysis bf - Mix
Elution-Waste
Rinse
TSR-EZR

[“oosah | [ Vaamems | s ] | s

HaTucHiTb, Wo6 BuaanuTn aHanisu

MantoHok 2-93. Cuctema GeneXpert Dx - BikHo BusHauntu ananis (Onpepenutb aHanus)
(BipkpuTOo Ana AamiHicTpatopa)

2.16.4 IMnopTyBaHHSA NapamMeTpiB NeBHOI NapTii BPY4YHY

Jlesxi BU3HaYCHHS aHANi3iB OTPEOYIOTh MIEBHUX ITapaMeTpiB MapTii, o0 BU3HAYUTH
pesynbratu aHamizy. LLTpux-koau KapTpUIKiB MICTATH iHPOPMAIIiFO PO MEBHI
napaMeTpH IapTii, sIKa aBTOMaTHYHO IMIOPTYETHCS MiJI 4ac CKaHyBaHHS MITPUX-KOIY i
Yyac CTBOPCHHS aHallizy ad0 BHU3HAuUCHHS aHami3y. SIKII0, He3aJIe:KHO BiJi PUYHHH,
CKaHep IITPHUX-KOMIB He TPaIioe a00 He € TOCTYMHHUM, iH(pOpMAITito PO TEeBHI
napamMeTpH MapTii MOXKIIMBO OTPUMATH BPYYHY, IIUISIXOM IMITIOPTYBaHHs (airy .gxr/.nXxr.

3BepHiTbCA A0 Cnyx6m TexHiuHoT nigTpumkn Cepheid, Wwob otpumatu dannu .gxr/.nxr. Micnsa Toro,
MpumiTka sk Bu oTpumaeTe dbannu .gxr/.nxr, 36epiranTe ix Ha KOMIM'lOTepi Ta 3anam’atawTe, ge Bu ix
36epiraete (3a3Buyan, BOHM 30epiratloTbCsi B Nanui AN eKCnopTyBaHHS).
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o6 nepeBipuTH, Yu OTPiOHA iH(MOpMALis TPO TIEBHI MapaMeTpH NMapTii AT aHami3y,
MepeKOHANTECs, YK € MO3HaYKa OIIIil JIIBOPYY BiJ Ha3Bu aHamizy [oTpebye nesHi
napameTpyu naprii (Heobxoanmbl onpeaeneHHbIe NapameTpbl NAPTUM) Ha eKkpaHi
Busnaunty ananizu (OnpenenuTs aHAIU3H).

HaTucHiTb, W06 BU3HAYMTU aHani3

- N
n GeneXpert® Dx System ‘ﬂl&]

Monb3ogarens Ynpaenexnwe faHHbiMu OT4eTol Hactpodku OBGCnyxuBaHwe Onpefenuts Tectsl O nporpamume Monk3osarens Detail Use
i - -~
[ >
I ,ﬁ' ¥ O 42 ¢ ll|||
(] LS -, 4 : N
Co3narb aHanus MNpoBepuThL CTatyC OCTaHOBHTL aHanNu3 MpocmoTp pe3. AKH 06cnyxuBaHue
Tecr HasBahwe tecta  Xpert MRSA_SA Nasal
H [ = Bepcun 1
HIV-1 Quant IUO CE 1 B
Xpert GBS 3 Tun recra [uazrnocmuxka in vitro
N
INXpert Flu A Panel 3

XA EV Assay 3 OTKa3s or For In Vitro Diagnostics Use Only.

Xpert MRSA_SA Nasal 1 OTBETCTBEHHOCTH 33

Tect 6e3 3aronoexa \\ npUMeHeHwe Tecra

Xpert CDIFFICILE 3

DEMO_MELT1_1

[ara nocneg. H3meH. 12/04/20 17:21:40

Tun KapTpugxa Kamepb!
HassaHue

2-Reagent 2
S-Sample
1-Reagent 1

Ypanut, Mepemec. HaBepx l TapTHA g NMNOPT-Th ]

. = e e = e — \ v
HaTtucHiTb, Wo6 iMmnopTyBaTn neBHi napameTpu naprii

MantoHok 2-94. BikHo BusHauutu aHanismn (Onpegenutb aHanusbl), 4eMOHCTPYO4M 06paHy onuito
MoTpi6Hi neBHi napameTpwu naprii (HeobxoaumbI onpeaeneHHbie NapamMeTpbl NapTUKn)
{06 iMnopTyBaTH MEBHI MapaMeTPH MapTii BPYUHY:
1. VY Bikai Buznauntn ananizu (OnpenenuTs aHaIHU3EI) (IUB. MamoHok 2-94), 00epiTh
Ha3By aHaji3y B nepeiiky AHani3 (AHanu3) (JiiBopyd y BikHi).
2. Harucwuits Ha MapTia (Maptua). 3’ sButhes aianorose BikHO [IeBHI mapaMeTpu maprii
pearentiB (OnpeeseHHbIC MapaMeTphl TapTHU peareHToB). J(us. MamoHok 2-95.

3. HarucHits Ha IMnopTyBaTh (AMNOPTUPOBATBL). 3’IBUTHCS ialOroBE BIKHO
IMmopTyBaty TieBHI mapameTpi mapTii peareHTiB (IMIIOpTHPOBATE ONpeacIeHHbBIE
napamMeTpsl MapTUHU PEareHToB).
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MpumiTka

MarntoHok 2-95 aeMoHCTpye CTaHAapTHUIN HOMEpP NapTii peareHTiB nepes iMNopTyBaHHAM NEBHUX
cepin. Akwo aHaniau Ta/abo neBHi NnapameTpu NapTii BXe 6yny iMNnopToBaHi 4O cucTeMn, HOMEpPH
naprtii peareHTiB OyayTb Bigobpaxartucsa ansa nepernsigy.

-
n Cneuua.nhnue NapaMeTpsl NapTiK peakTvea

BuibepHTe HOMEP NapTHH peakTHea

| [ e | seem |

L

MantoHok 2-95. 3’aButbca gianoroBe BikHO MeBHI napameTpu naprii peareHTiB
(OnpepeneHHble NnapamMeTpbl NApTUXN PeareHToB)

BukopucToBytoun BikHO nieperisiny daimis, (qus. MamoHok 2-96) 3HaiIITh Ta

00epiTh ¢aiin .xr/.nxr, skuii Bu orpumany parimre Bix Ciry>kOM TEXHITHOL
MIiATPUMKH, TTICJIs 4OTO HATHCHITH Ha Bigkputyn (OTKpbITL). HoBMiIT HOMep mapTil

3 SIBUTHCS ¥ MiamoroBoMy BikHi «[1eBHI mapameTpu nmaprtii peareHTiB». HaTHUCHITE Ha
3aKpuTy (3aKpbITb) B mianoroBomy BikHi «[1eBHI mapaMeTpu maprii peareHTiBy, oo
TTOBEPHYTHUCS 10 BikHA « BU3HAUMTH aHATI3H».

Iz Al
n MimnopTtuposats cneunansHble NapameTpbl NapTuM peakTuea @

Look In: ’ ] export

Y @S EE

File Name: ||

|

Files of Type: [ ®dainbl NapTHK peakTuea (.gxr)

v||

[ onpems || cancel |

S

a

MantoHok 2-96. [lianorose BikHO IMnopTyBaTu NeBHi NnapaMeTpu NapTii peareHTiB
(UmnopTupoBaTb onpeaerneHHble NapamMmeTpbl NapTUKM peareHTa)

2-102
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2.16.5 BwupaneHHs neBHMX nNapameTpiB napTil
{06 BUmanuTH MEBHI MapaMeTpH:

1. VY Bikui BusHauntu aHanisu (Onpegenetb aHanusbl) (1us. MamoHoK 2-94),
HarucHiTh Ha lapTia (MapTus). 3 sBuThes ianorose BikHo [1eBHI mapameTpi maprii
pearenTiB (OnpeaeneHHbIe TapaMeTpsl MapTuu peareHToB). J{uB. ManroHok 2-95.

Mpumitka Mam’sTanTe, WO BN He B 3MO3i Buganutn CTaHAAPTHY naprito.

2. OO6epiTh HOMEp MapTii, SKUH Tpeda BUIAIUTH, TICIs YOro HATHCHITH Ha Buganutu
(Ymanutb). 3’ 1BUTHCS TIOBIAOMIICHHS 3 T ATBEPIKEHHSM.

3. Harucuits na OK, m06 BUIaIuTH MEBHI mapaMeTpH.

4. HarucHith Ha 3aKpUTK (3aKpbITb), 11100 3aKpuTH ianorose BikHO [1eBHI mapameTpu
naprii pearentiB (OnpeneneHHbIE MTapaMeTPhl TAPTHU PEAareHTOB).

2.17 Tllepe3aBaHTaXXeHHA CUCTEMU

B ubomy po3gini onucaHi 3aBgaHHS, siKi MOXYTb BUKOHYBATUCA KOPUCTyBayamu 3 BignosigHMMun

Mpumitka
[03BONaMMm.

B mesxux cutyarisix ans BupimeHHs npoonem (auB. Po3min 9.19.2, [loBigomieHHS 1po
TIOMHJIKH ), BaM MOTPiOHO Tepe3aBaHTAKUTH cucTeMy. s IIbOTO0 BUKOHYHTE KPOKH,
"anaHi B Po3min 2.17.1 no Po3min 2.17.2.

2.17.1 BwukKkn4YeHHA cucTemMm

1. IlepekoHaiiTech B TOMY, III0 aHaJi3aTop HE 00pOOIsiE HisTKUX 3pa3kKiB. [Toyekaiite,
JIOKH aHai3aTop He 3aKiHYiTh POOOTY, MicIs YOro BUKIIOYaiTe abo
MepEe3aBaHTAXKYUTE CUCTEMY.

2.  BuiMiTh KapTpUIKi 3 MOIYITiB aHAJI3aTODY.

3. Bakpwmiite nporpamue 3abesmeueHns GeneXpert Dx, Ha HaTHCHYBIM Ha Buxig
(Bbixoa) B menro KopuctyBau (Monb3oBatenb).

217.1.1 HaraaysaHHs lNpoTtepmiHyBaHHSA apXxiBy ([pocTpouka apxuBa)

Sxio apxiB HE MPOCTPOUCHO, ad0 y pasi, KOJU IMapaMeTpH apXiBailii B
MautoHok 2-79 He oOpani, MamoHOk 2-97 He 3’SIBISETHCS Ta BU B 3M031 NepeiTu
Hampsamy a0 Pozmin 2.17.1.2.

Skiio apxiB MpOTEPMiHOBAHUH, 3’ IBUThCS JIiaOroBe BikHO HaramyBaHHS mpo
apxiByBaHHs aHanmizy (Hamomunanwe o0 apxuBHpoBaHWH aHamn3a) (AuB. MairtoHok 2-97).

lMocibHuk onepamopa cucmemu GeneXpert Dx 2-103
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Hanomuranue o6 apxvenpoBaHuy aHaNU30B

o S

@ ApXHBHPOBaHHEe NPOCPOYEHO. BLINONHKTL apXMBMPOBaHHE celyac?

[a || ber

MantoHok 2-97. [lianoroBe BikHO HaragyBaHHs1 Npo apXxiByBaHHS1 aHani3y
(HanomunHaHue 06 apxuBMpOBaHUM aHanNu3a)

. Sxmo Bu He xouere nmpoBoauTH apxiByBauHs, HatucHiTs Hi (HeT) B miazorosomy
BikHI HaramyBanHs npo apxiByBaHHs aHanizy (Hanmomunanue 06 apXuBUpOBaHUU
ananm3a) (muB. MamroHok 2-97). IIpomoBxKiTh MOCITITOBHICTE BUKITIOUCHHS 0¢3
apxiBauii B Po3nin 2.17.1.2.

abo

. SIkiio Bu OakaeTe BUKOHATH apXiBallito, HaTHCHITH Ha Tak ([a) B aiasoroBomy BikHi
HaranyBanns npo apxiByBaHHs aHanizy (HamoMunanue 06 apXuBUpOBaHUU
aHaymn3a) (quB. MastoHok 2-97), 100 nepeiTH 10 MOCIIiJOBHOCTI BUKITFOUCHHS 3
apxiBarriero. 3’aBUTbCs eKpaH Bubpartu anamni3(-u) nns apxipyBanas (BeiOpars
aHanu3(-bl) U1 apxuBrpoBanus). Jus. Mamonok 2-98.

[~] Mackuposars ID

[] Yaanuts BuiOpanHble aHanu3sl M3 CIHCKA NOCTE apXHBHPOBAHKA (DEKOMEHAYETCA BbINONHATH eXeMeCHYHO)

Cocro-

D Ha3zsanne Oara -

ID naunenTa obpasua wogyns Monb3osarens Pesynbrar Tecr Craryc Alne sanycka y
[T |H112874895762R VSD142231 Al Detail User OWWBKA Xpert BCR-ABL Monitor IS »ﬂpepeauo Ownbka |04/19/19 14:47.06 :
[J |H112874895762R |SD142231 Al Detail User OTPULATENBH... Xpert CDIFFICILE oToBO OK 04/19/19 14:44:33 %
[l |H351890382682T |HG656788 K3 Detail User |HIV-1 DETECTE... HIV-1 Quant IUO CE [oToBo OK 04/08/19 15:47:13 é
[ZJ  negative control |negative control K4 Detail User HIV-1 NOT DET... HIV-1 Quant IUO CE [oToBO OK 04/08/19 15:45:43 %
[J |H351890386682R |FT343558 K2 Detail User |HIV-1 DETECTE... HIV-1 Quant IUO CE oToBO OK |04/08/19 15:42:27 g
[J |H351890382682T |HGB56788 A2 Administration ... [HIV-1 DETECTE... HIV-1 Quant IUO CE [oToBO OK 04/08/19 14:57:16 é
[ |H351890386682R |FT343557 A3 Administration ... [HIV-1 DETECTE... HIV-1 Quant IUO CE [oToBO OK 04/08/19 14:55:27 é
[0 |H351890377714R |HA245614 A1 Detail User ERROR Xpert CDIFFICILE oToBO Oumbka |03/29/19 15:56:42 [

[vi |H351890377714R |HA245621 Al Detail User NORESULT Xpert CDIFFICILE [oToBO Ownbka 3... 03/29/19 15:56:42

[J |H351875882682R |TT555698 B3 Basic User ERROR HIV-1 Quant IUO CE |Mpepeato |Ownbka  |03/16/19 14:57:38

[J |H351890382682R |TG478589 B2 Administration ... [HIV-1 NOT DET... |HIV-1 Quant IUO CE FoToeo OK 03/16/19 14:52:39

[J |H351890345682R |CR538763 B4 Administration ... MTB NOT DETE... Xpert MTB-RIF US IVD [oToBo OK 03/16/19 13:39:27

[ |H39590382682R |KW630987 B3 Administration ... MRSA NEGATIV... Xpert SANasal Complet... |loTog0 OK 03/16/19 13:38:00

[ |H351873382682R |GH487365 A3 Administration ... MRSA NEGATIV... Xpert SA Nasal Complet... |FoToBO OK 03/16/19 13:36:08
H351898782682R |SR543267 A2 Administration ... MRSA POSITIVE... Xpert SA Nasal Complet... C0oT0BO OK 03/16/19 13:34:19 |~

Buibparb OTMEeHHTL BbIGOD Buibpatb OTMEeHHTL BbIGOp BuiOpaTh HOBLIN
Bce Bcex BeigenexnHoe BeigeneHHoro apxue
I
L

MantoHok 2-98. EkpaH Bubpartu aHanis(-u) ans apxiByBaHHs (BbiOpaTb aHanu3(-bl) ANA apXMBUpPOBaHuUA)

s apxiByBaHHs aHami3y BukoHaiite Big Kpok 2 no Kpok 7 mpouenypu B Po3nin 5.17.1,
ApxiByBaHHs aHami3iB. Konmu Bu 3aBepmmre apxiByBaHHS, IPOAOBXKITE poOOTY 3
Po3min 2.17.1.2.
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2.17.1.2 HarapyBaHHS Npo KepyBaHHA 6a3ot0 aaHux (HanomuHaHue o6
ynpasrneHum 6a3on faHHbIX)

. SIkmio onmist HaragyBaHHS Npo kepyBaHHA 6a30k gaHux (HanomuHaHue 06
ynpaBneHuu 6a3oi AaHHbIX) B miamorosomy BikHi KoHiryparis cucremn
(Konguryparus cucremsr) (IuB. MantoHOk 2-77) He Ma€ MO3HAYKH, J[1aTOTOBE
BikHO KepyBanHus 6a3010 manux (YmpapiieHre 6a30i JaHHBIX) (IuB. ManroHoK 2-99)
HE 3’SBUThCA Ta HIIKUX MOAANBINUX Ail He Oyne moTpioHo. [Iporpamue
3a0e3MeueHHs 3aKpPUETHCS, KOJIM BU HATHCHETE Ha KHOMKY Buxig (Bbixoa) B
Po3nin 2.17.1, Kpoxk 3, Ta Bu 3mMoxkeTe nepeiitu g0 Posin 2.17.1.3, m106 3akiHIuTH
MTOCITIJOBHICTH BUKJIFOUEHHS.

abo

. Sxmo omnuis HaragyBaHHA npo kepyBaHHA 6a30to0 AaHux (HanomuHaHue 06
ynpasneHun 6a3oi AaHHbIX) B giasoroBomMy BikHi KoHpirypariis cuctemMu
(Konduryparnus cucremsr) (muB. MantoHOK 2-77) Ma€ MO3HAYKY, AiaJIOTOBE BiIKHO
KepyBannst 6a3oto ganux (YnpasieHue 6a30ii qanHbIX) (IuB. ManoHok 2-99)
3’SIBUTBCA 3BepXy cHUCTeMHOTo BikHa GeneXpert Dx, nmuratoun, un 6axxaeTe BU
BUKOHATH 3aBJIaHHS 3 KepyBaHHs 023010 IaHUX.

Ynpasnexve 6ason gaHHbix I%I

| 2
% Bbl XOTHUTE BLINOMTHUTE 3aaHKA NO YNPaBneHuio 6a30i JaHHbIX?

[a || wer |

MantoHok 2-99. [lianoroBe BikHO KepyBaHHs 6a3010 AaHux
(YnpaBneHune 6a3om AaHHbIX)

A. Sxmo Bu HatucHete Ha Hi (HeT) y mianorosomy Bikai KepyBanus 6a3010 qaHux
(Yrpasnenue 6a30ii 1aHHbIX) (1uB. MaioHok 2-99), mporpaMHe 3a0e3neYeHHS
GeneXpert DX 3akpueThCS Ta BH 3MOXeTe mepeita g0 Po3min 2.17.1.3, mo6
3aBEPIINUTH TOCITITOBHICTh BUKJIFOYCHHSI.

abo
B. Haruchits Ha Tak ([a) y mianoroBomy BikHi KepyBanHs 623010 gaHux

(YnpaBnenue 6a3oii qaHHBIX) (TUB. MamoHok 2-99), mporpama MmompocHuTh Bac
o0patu 3aBiaHHs, sike Tpeba BUKkoHaT (quB. MamtoHok 2-100).

B 3anexHocTi Big piBHA NOBHOBaXeHb KOPUCTYBaya, BCi (abo gesiki) 3 YOoTMPbLOX onuin y
Mpumitka Aianorosomy BikHi KepyBaHHs 6a3oto gaHux (YnpasneHue 6a3ov AaHHbIX) MOXYTb HE BUBOAMTUCS
ansa nepernagy. Aue. MantoHok 2-100.
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. |
E ¥npasnenwe Basol gaHHbX e

\ BruiDepuTe 3afavue, WernkHuTe [BeinonHKuTs] ANA NPogoieH .

@ PezepeHoe KONWpoBaHHe Dazbl QAHHLIX
_) BoccTaHoEnenne Dazkl QaHHBIX

) CaTk Dazy OaHHbIX

OTMEHHTE Buinonuute

MantwoHok 2-100. flianoroBe BikHO KepyBaHHs 6a3010 gaHux
(YnpaBneHue 6a3om AaHHbIX)

Jus. Po3nin 5.18, BukonanHs 3aBiaHb KepyBaHHs 0a3010 AaHUX, 100 OTpUMATH
TOKJTaIHINTY iH(OOPMAIIIIO TTPO Te, TK BUKOHYBAaTH KOJKHE 3 3aBIaHb KePYBaHHS 0a3010
nanux. [licns 3aBepiieHHs 3aBIaHb 3 KepyBaHHA 0a3010 JaHUX, IPOTpaMHe
3abe3neuenns GeneXpert Dx 3akpuerbes, a Ha ekpani Oyne podounii ctim Windows.

[epeiinite xo Pozmin 2.17.1.3.

217.1.3 Kpoku ansa octato4yHOro BUKNHOYEHHA
1.  BukiatouuTu aHamizarop.

2.  Buxmountn koM torep cuctemu GeneXpert Dx.

2.17.2 Tlepe3aBaHTaXUTU cUCTEMY

s Toro, mo0 mepe3aBaHTAKUTH CUCTEMY, BUKOHANTE MPOLEAYPY, ONUCaHY B
Po3min 5.2.2, YBIMKHEHHSI KOMIT foTepa.

Micnsa Toro, AK BU BUKNIOYMTE CUCTEMY, NOYEKaTU ABi XBUIIMHW A0 TOro, sIK BKNo4YaTn
Baxnuso cuctemy 3HoB. CcTeMa MOXe He 3aBaHTaXXMTUCH HaneXHUM YMHOM, AKLLO BOHa byae
BKJIl04eHa 3HOB MEHLL, HiX Yyepe3 2 min (xB).

2.18 BwupaneHHsa ab0 nepeBCTAHOBIIEHHA NPOrpamMHoOro
3ab6e3ne4vyeHHA GeneXpert Dx

[Iporpamue 3a6e3neuenns GeneXpert DX Bxe BCTAHOBJICHO Ha KOMIT FOTEpI, AKUN
MOCTAYAEThCS, alie, B ACIKUX CHTYAI[IsIX MOXE 3HaJJOOUTHUCS HOro MepeiHcTansIis 3a
JIOTIOMOTro10 TexHiuHOi miaTpuMku Cepheid.
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YBara fAkwo nporpamMHe 3abe3neyYyeHHs NOWKOAXKEeHO a0 BUHUKAE CUCTEMHa NOMUIIKa, He
— HamarauTecsi nepeBCTaHOBUTU NporpamMHe 3abe3neyeHHA. 3atenedoHyTe A0 TEXHIYHOI
% niaTpumku Cepheid, Wo6 oTpumaTu gonomory Ta 3BeCTy A0 MiHIMyMy MOXIMBICTb

k. nocTinHoi BTpaTn aaHux. KoHTakTHy iHopmauito auB. y po3gini TexHiyHa nigTpumka y
. MNMepeamosa.
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3 MpuHUUnu podoTwn

VY upoMy po3aiii moscHIOEThCs, sk npairoe Cucrema GeneXpert Dx. Bin Brirouae
HACTYTIHI TEMU:

. Po3nin 3.1, Omisin pobotu cucreMu
. Po3nin 3.2, Monyns GeneXpert

. Poznin 3.3, Kaptpumx GeneXpert
. Pozmin 3.4, Moxayns [-CORE

. Po3nin 3.5, MexaHi3Mu HarpiBy Ta OXOJOMKEHHS
. Po3nin 3.6, [losicHeHHsI eKCTIEpUMEHTAIBHUX METOIB
. Poznin 3.7, Ontuanaa cuctema

. Pozmin 3.8, KamiOpyBaHHS CHCTEMH

3.1 Ornsapg po6otun cucremm

Cucremn GeneXpert Dx aBTOMaTu3yroTh Ta iHTETpyIOTh OYHIIEHHS 3pa3KiB,
amIUTi(iKamio HyKIeiHOBUX KUCIOT Ta BUSBICHHS ITOCTIJOBHOCTI MillIeHi 3
BuKopucTanHsaM aHani3iB [1JIP 3i 3BopotHoto Tpanckpumnuicto (ITJIP-3T) B pexxumi
peanbHOTO Yacy ta [1JIP B pexxumi peansHOTO 4acy.

Koxen monyns GeneXpert Dx 00po6isie oauH 3pa3ok. 3pa3oK Ta BiIOBIIHI peaKTHBH
BCTaBIIIOTHCS B KapTpu Kk GeneXpert, i cTBoproeThes aHani3 B Cucrema GeneXpert Dx
(muB. Po3min 5.6, CTBOpeHHS aHaJI3y) I Horo 3amycky. [1oTiM kapTpumk moTpioHo
BCTaBHUTH y JOCTYITHUI KOHTPOJIBHO-BUMIPIOBAILHUI MOJTYITb aHaJIi3aTopa (JIHB.

Po3pin 5.8, 3aBaHTa)XeHHS KapTpUKa y MOIYJb aHAi3aTopa) 1 3aIyCTUTH (AUB.

Po3znin 5.9, TToyarok anamizy). [1ig yac aHami3y cucTeMa BUKOHYE HACTYITHI KPOKH:

1. Ilepemimiye 3pa3ok Ta peakTHUBHU B Pi3HI KaMepH KapTpUKa IS ITiATOTOBKA 3pa3Ka.
2. Tigparariis mapiB peakTHBY.

3. Bukonye nepeBipky npoou, o0 BOCBHUTHCS B yCIIMITHIH MiATOTOBIN 3pa3Ka (TUTbKH
SIKIIO ISl BU3HAYCHHS aHaJli3y MOTPIOCH ek KPOK).

4. B pexuMi peasbHOTO Yacy IepeMIIlye CyMII 3pa3Ka Ta peaKTHBa, IKa MiCTHTh
3BOPOTHIO TPAHCKPHUIILIIO (SKIIO 3aCTOCOBHO) Ta KOHKPETHI KOMIIOHEHTH
noniMepasHoi nanmrorosoi peakuii ([1JIP) y peakuiiiny TpyOKy.

5. 3amyckae moyiiMepasHy JIaHIIOTOBY PEAKIIiIO 31 3BOPOTHOIO TPAHCKPHITIIIEIO
(IJIP-3T) (sxmro 3actocoBHO), muksaw [1JIP Ta geTekrito B pexkuMi pealbHOTO Jacy
(mmB. Mamonok 3-1).
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Cucrema GeneXpert DX BUKOPHCTOBYE CUCTEMY HarpiBy I-CORE® i BEHTWISLIHHY
CHCTEMY OXOJIO/KEHHS JUISl 3AIMCHEHHS MOJTiMepa3Hol JIaHIIOrOBOT peakii B pesKuMi
peaspHOro 4acy, sika BUKOPUCTOBYETHCS JJISl eKCIIOHEHIIAIbHOTO TIOCHIICHHS Ta
BusiBneHHs nociigoBHocTi JJHK un x/IHK opranismy, 1o mpeacrasise iHTepec.

[MoniMepa3Ha NaHIIOTOBa peakiisi — Iie MeToA aMIutiikarii, SKuil 301IbIIY€E KUTBKICTD
KOoHKpeTHUX komii nochigoBHocter JJHK abo kIHK. [TomimepaszHa maHIFOroBa peakiis
B PEKUMI pEaNbHOTO Yacy BUKOPUCTOBYE (DIyopecleHIIito U BUSBICHHS KOHKPETHUX
MOCITIZIOBHOCTEH 1 BKIIIOYAE B ce0e MEXaHi3M BU3HAUCHHS LUKILY, IIPH SIKOMY CIOYaTKy

3 sisieTbest JJHK a6o xkJHK omiHlOBaHKX KOTIiH, IO TIPEICTABIISE iHTEpEC (HA3UBAETHCS
MTOPOTOM IIHKITY).

[MonimepasHa JaHIFOTOBA peaKilis CKIAAaeThCs 3 Py MUKIIB, mpotsaroM sikux JJHK a6o
kJIHK HarpiBaroTh i 0OXOJODKYIOTh TIPH MEBHUX TEMIIEPATypax MPOTITOM MEBHOTO Yacy.

ITicast MoyaTkoBOI AeHaTypauii (ko mostiMepasa, 110 BUKOPUCTOBYETHCS JUTSL TOCUIICHHS
JHK a6o x/IHK, aktrBOoBaHa) BimOyBa€eThCS IIUKI, SIKUI 3a3BUYall CKIIAAETHCS 3 TPHOX
KPOKIB, IO BKITIOUAIOTh:

1. kpok [leHaTypauif, mix yac skoro minathes nanmorn JJTHK;

2. xpok PeHaTypauis, mizx gac sikoro mosimMepasi HeoOXiMHHIA paiiMep IS MOCUIICHHS
JHK. IIpaitmep 3B’ s13yBatumetbes 3 mociigoBricTio JIHK ab6o k/IHK, sikio Bona €
KOMILIEMEHTapHOIO.

3. kpok Po3wwmpeHHs, mix vac sikoro nanirord JIHK 6yayTh po3niuproBatucs.

MoyaTkoBa HDeHaTypauisn
peHaTypauia 95 °C 95 °C

Po3wupeHHs
72 °C
PeHaTypauis
120 cex. 5 cek. 60 °C

10 cek.

30 cek.

MantoHok 3-1. NMpuknaa rpadiky uukny MNP ana mogynsa HarpiBy Ta BEeHTUNSALIMHOIO
oxonomxkeHHs I-CORE (TpuBanicTb TeMnepatypu He 6epeTbcsa 40 yBarm)

3-2
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3.2 Mopaynb GeneXpert

Hux TTJIP, BimoOpaxkenui#t y rpadiky MamoHok 3-1, mo3Hadae 40 1IUKITIB, BHKOHAHUX
moaynem [-CORE. Temmnepatypa aenarypauii cranoButh 95 °C; Temneparypa
penaryparii cranoButh 60 °C; i Temneparypa po3mmpeHHas ctaHoBUTh 72 °C. KoxHe 3
LUX 3Ha4eHb TeMIlepaTypy OBUHHE MiATPUMYBATUCS MOIYJIEM MPOTATOM BH3HAUYEHOTO
gacy, BKa3aHoro B MaroHok 3-1. OnuH MK TOYaTKOBOI IeHaTyparlii Tpusae 120 s (c).
Kpoku nenatypanii (5 s (c)), peratypaii 30 s (c¢) Ta po3mmpenHs 10 s (¢) TOCTiIOBHO
gepryroThes 40 pa3, mepir Hik TojliMepasHa JIAHITIOTOBA PEaKIliss 0CTaTOYHO
3aBEPILIHUTHCS.

Kosken mMomynb aHamizaTopa MiCTUTh HACTYIHI CKIIATOBI, K1 JJO3BOJIAIOTh aBTOMATHIHY
00poOKy 3pa3KiB y KapTpuAXKi Ta HATOBHEHHs TPYOKH CYMIIIIIIO 3pa3ka Ta PeaKkTHBY
g TIP:

. MpuBia knanaHa—O0GepTae KopIyc KianaHa KapTpuaKa Al MOTPAIUISIHHS B Pi3HI
KaMepH KapTpUIKa.

. LTok nopwHA—BBoaUTE piiuHK B Pi3HI KaMepH KapTpHIDKa.
. YnbTpa3ByKkoBUI BUNPOMiHIOBaY—Po3unHse 3pa3ok (SKIIO 3aCTOCOBHO).
. Moaynb I-CORE—Buxonye nocuienns ta nerekiito [1JIP.

MexaHi3M 3aBaHTaKCHHS Ta PO3BAHTAKCHHS KapTPHIDKa 3a0e3redye NpaBuiIbHe
nepeMilleHHs KapTpuka B aHajizaropi. KpiM Toro, cuctema npusHaueHa JUist
BHUKOHAHHS CaMOIIEPEBIPKHU Iepe]] KOKHUM aHaTi30M UIS HiITBEPKEHHS IPaBHIBHOTO
(YHKI[IOHYBaHHS CHCTEMH.
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3.3

Kaptpuax GeneXpert

B omnopazoBomy kaprpumki GeneXpert 30epiratloTbes 3pa3ku Ta PEakTUBH, sSKi TOBUHHI
obpoonsTucs B Cucrema GeneXpert Dx. KoxkeH kapTpumk MiCTUTh HACTYIIHI CKJIAOBI
(mmuB. MamroHok 3-2):

Kamepu ans 06po6ku—Mictuth 3pa3ku, peakTHBU, 00pOOIICHI 3pa3Ku Ta pimki
Bimxomu. OIHIEIO 3 KaMep € MOBITPsIHA KaMepa, MpU3HadeHa I BPiBHOBAKCHHS
TUCKY BCEpEIUHI KapTpHKa.

Kopnyc knanaHa—OGepTaeThcs i 3a6e31meuye ImepeMillieHHs PiIMHU B Pi3HI KaMepr
KapTpUKa Ta peakuiiny TpyOky. Bcepenuni kopmycy KiianaHa 3pa30K BUIUISEThCS,
iari6iTOopu I1JIP BITy9aroThCs, a 3pa3ku PO3UHHAIOTHCS 33 JOITOMOTOI0 YIBTPA3BYKY
(sixmo 3actocoBHO). [licis 06poOku 3pa3ka Horo 3MinTytoTs 3 peaktuBamu I1JIP i
TIePEMITIYIOTh B IHTETPOBaHY PeaKIliitHy TPyOKy.

PeakuinHa Tpy6ka—BMuKkae MBUAKY HUKITIYHY 3MiHY TEMIIEpaTypH, ONITHYHE
PO3IINPEHHS Ta BU3HAYCHHS BMICTy TpyOkH. PeakmiitHa TpyOka aBTOMaTHIHO
BcTaBisieThesl B Moayib [-CORE, xonu kapTpuk 3aBaHTaXY€ETHCS B aHAITI3aTOP.

Kaprpumk npusnadeHuit 11 30epiraiHs peaKkTHRBY, 0 MICTUTHCS B KapTpumxki. Le
3aMKHEHAa-KOPITyCHa CHCTEMAa.

Kaprpumki GeneXpert He mocTaqaroThCS pa3oM i3 cuctemoro. 1106 3amoBuTH
creniaai3oBaHi AJs IEBHOTO aHai3y KapTpumxKi, 3B’ skiThest 3 Cepheid. KonTakthy
iHdopmariro quB. y po3auri Texriuna miarpumka y [lepemmora.

Kamepu gna
06pobKku

PeakuinHa
TpyOKa

Kopnyc
KnanaHa

ManroHok 3-2. CknagoBi kapTpuaxa GeneXpert
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3.4 Mopaynb I-CORE

Monyns [I-CORE (IlporpamMoBana onTHYHA PEaKIlis OXOJIOMKCHHI/HATPIBY) €
KOMIIOHEHTOM araparHoro 3a0e3neueHHs KOKHOTO MOy MpHiany, SKHii BUKOHY€E
nocuieHas [1JIP ta duryopecnienTHy aetekiito. I1ig gac mportecy 3aBaHTaKCHHS
KapTpuKa peakuiiiHa TpyOka BcTaBisieTbes B Moayab [-CORE (nuB. Manronok 3-3).
CywMinr 3pa3ka Ta peakTHBY BHINTOBXYETHCSA 3 KapTPUIKA Y peakIliiny Tpyoky. Ilix
yac npouecy amrutidikanii HarpiBHui enemeHT [-CORE HarpiBaeTbcs, a BEHTHIISTOP
OXOJIOIPKYE BMICT peakIifHoi TpyOoku. OmrudHi 010K 30yIKYIOTh MOJECKYITH
KOHTPACTHOI PiJMHU Ta BUSBIIAIOTH BUIPOMIHIOBaHY (IIyOpECUEHIIIIO.

Moaynb I-CORE (Burnsp 360ky)

oy —

BeHTunarop

KapTtpuax

! BcraBnsieTbes B I-CORE
-~

IIIIHIIIIUJJJ_I_IJ,[LLI,I_I,IH_I,[IH]]]]]]]IIIIHIIIIIIII|IIIIIII
—

| HarpiBHui enemeHT Peakuiitia Tpybka

PeakuinHa Tpy6ka

OnTUYHI 6n10KN — (BcepeauHi I-CORE)

MantoHok 3-3. Mogynb I-CORE
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3.5

3.6

MexaHi3aMun HarpiBy Ta OXonoaXXeHHs

Harpisauit enement, skuit Mictutbes B [-CORE, ckimagaeTbest 3 1BOX KepamMiqHHX
IUIACTHH, SKi MAIOTh BUCOKY TEILIONMPOBIIHICTE IS 3a0€3MCUCHHS CTa0lIbHOCTI
TeMITepaTypH Ta IIBHIKOI Tepenadi Teruia (muB. MamoHok 3-3). Pe3sucTuBHi eneMeHTH
HarpiBy HaHOCSTHCS HA KepaMivHi IJJACTHHU 3a JIOTIOMOTOI0 TEXHOJIOTIH TOBCTOI IUTiBKH,
a TePMOPE3UCTOP, MPUKPITUICHUH 0e3MOCePeTHBO IO KOXKHOI ITACTHHHU, KOHTPOIIOE TX
TeMIepaTypy. BEHTHUIIATOP BUCOKOI-IOTY>KHOCTI OXOJIOJKYE BMICT PEAKIIIHOT TPYOKH
MIUISIXOM TIEPEMIIIIEHHS MTOBITPSI HABKOJIO Hel uepes IMIacTHHU HarpiBHOTO eneMenTa. I1i
Yac TePMOIMKITYBaHHS IIporpama Jyis KepyBaHHsI aHAIi3aTOPOM KOHTPOJIIOE TEMIIEPaTypy
BCcepearHiI MOmyssl aHaiizaropa. [Iporpama s KepyBaHHsI aHATI3aTOPOM BKITIOYAE B
cebe 3aMKHYTY CUCTEMY aBTOMAaTHYHOTO PETYIIFOBAHHS JUIsl IIIBUIKOTO HATPiBaHHS
IJIACTHH, MiHIMI3YIOUH TIEPEBUIIICHHS 0a)KaHOTO 3HAYCHHS TEMITepaTypH.

NMosicHeHHA eKCnepnMeHTasribHUX MeToAiB

GeneXpert BUKOPUCTOBY€E TIOJIIMEpa3Hy JAHITIOTOBY PEAKITiI0 B PEXUMI pPEaTbHOTO
gacy (ITJIP B pexxumi peanpHoTo Hacy) st Busisienns JJHK opranizmy, sixa
MIpeaCTaBIIs€ iHTEpEC.

[onmimepasHa MaHIIOrOBa Peakilisi B PEXKUMi PEaTbHOTO Yacy € BapiaHTOM IMOJIiMepa3Hol
JIAHITIOTOBOI peakilii Ta BUKOPUCTOBYe Toi cammuii meton [1JIP 3 nenarypartieto,
peHaryparli€ro Ta po3IMUpPEeHHsM y BU3Ha4YeHi TpuBanocti 1t amrnridikanii JHK. ITJIP B
PEKHUMI peasbHOTO 4acy BUKOPHCTOBYE (NIYOPECIICHIIII0 Y BUINIAAI IHTEPKATIOBATBHUX
OapBHUKIB 200 30HIIB A BUsBIeHHs nocuieHux komikd JIHK, sxi mpeacrapnsioTh
iHTEpec, Ta ISl Bizyali3allii Ta MOHITOPUHTY aMIUTi(hiKOBaHOTO TPOAYKTY B PEXKUMI
peaybHOrO Yacy.

VY IJIP B pexxuMi peajbHOro 4acy mpaiMepH, CIeIliaibHO PO3pOoOIICHI st
komruiemeHnTapaocti JIHK opranizmy, 3B’ s3ytothest 3 JJHK Ta mpogoBxyroTs #oro.
Hamnpuknan, B TexHONOTi 5°-HyKII€a3u, 30H, 10 SIKOTO MPHETHAHUN PETIOpTepHUIA
0apBHUK Ta raCHJIbHUK, TAaKOX € komiuieMeHTapHuM JJHK opranismy Ta 3B’s3yeThes 3
JHK, posramoBanoro Hik4e 3a mpaiiMep. [Ipaiimep i 30HI pa3oM 107ar0Th BUIIUN
piBeHb creru(igHOCTI, 1100 BU3HAYUTH IOCIiTOBHICTh, XapaKTEPHY ISl OPTaHi3MYy.

Komu nanmtor JJHK po3mmproeTbesi, 30H] 3HUILYETHCS, PETIOPTEP 1 TACHIIBHUK
BiZl’€IHYIOTHCS Ta CTAIOTh BUIBHUMH B Po34nHi. DyopecieHTHUH CUTHAJ BUSABISIETHCS
1 30UIBIITYETHCS 3 KOKHOKO aMILTi(DiKaIli€ero.

Hukn, mpu sikomy ¢uryopecieHIlis BUsSBISAE€ThCs micis 3HaqanX komiit JIHK, € moporosum
koM (Ct). HallOibIn OCHOBHUM BH3HAYEHHSIM TTOPOTY HUKITY € MEPIINN [TUKII, B
SIKOMY CITOCTEpiraeThcsl 3HauHe 301IbIneHHs (uryopecieHtii Hasl GOHOBOIO
¢dutyopecuenitiero (auB. MatoHOk 3-4).

3-6
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[TJIP B pexxuMi peanbHOTO Yacy TeHepye KPUBY 3POCTAHHS 3 YMCIIOM LUKIIB IO OCi X
Ta (UIF0OPECIEHITIEI0 TT0 OCi y. 30UTbIIeHHS (ITyopecleHIii MPOomopIliiiHe KiTbKOCTI
TeHEPOBAHOTO aMILUTIKOHA 1 MOKE€ BUKOPHCTOBYBATHUCS JJIsl BU3HAYCHHS MTOPOTY UK.
Komu xpuBa pocTy cTaHe ropu3oHTalIbHOI, BOHA JOCSTHE (IyOpEeCeHTHOT KiHIIEeBOi
TOYKH, NPH sIKii iHImi dakTopn oOMexyroTs mBHAKICTh. ko JJHK opranizmy He
BusiBIsieThes B [1JIP B peskuMi peanbHOro yacy, KpuBa 3poCTaHHs Oyae piBHOIO.

180
291 FOPU3OHTANDb
160
e ®JNYOPECLEEHLISA
' KIHLIEBOI TOYKU
120 MOPII LIUKNY
=
3 100
(]
=
S 80
3 1 JIIHIA NnoPory
g 60
e | o
] NIHINHUA
40¢ 30,0 (OAuHuui dnyopecueHuii) OTFAPM®M
20, BUXIOHWWA PIBEHb
—
-20 , | L _ | | |

LUunknun

MantoHok 3-4. KpnBa amnnidikauii Ta nopir uukny (ML)

3.7 OntunyHa cuctema

Mopnyii, SiKi 3aCTOCOBYIOTBCS SIK JIJIsl 6-KONIPHOTO, TaK i it 10-KoMipHOTO BU3HAYEHHS,
BUKOPUCTOBYIOThH OJHAKOBE ariapaTHe 3a0e3MedeHHs. X MoxkHa Kaniopysaru 6-
konipanMu a6o 10-komipanmu. Cuctema GeneXpert Dx Moxxe MaTtu 6-KOJIbOPOBI MOITYITI,
10-xonb0OpoBi MoayAi 2060 KoMOiHaMiI0 6-KOTBOPOBUX 1 10-KOTHOPOBUX MOAYMiB. JIUB.
HaBeJCHI HIKYE PO3IUIH 3aJICKHO Bill TUILy MOZIYJiB, BCTAHOBJICHUX Y CHCTEMI:

. Po3nin 3.7.1, 6-k0oab0poBi MOy

. Po3nin 3.7.2, 10-xonbopoBi MoayIti
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3.7.1

3.7.2

MpumiTka

6-konbopoBi MoAayni
B mexax [-CORE ontu4Ha cuctemMa CKIagaeTbes 3 1BOX O0KIB (1uB. MamntoHok 3-3):

. Moaynb wecTukonipHoro 36yAHMKka—MIicTUTE CBITIIONIOAN BHCOKOI IHTEHCHBHOCTI
(LED), 1110 30y/DKYIOTh MOJICKYJIH PEIOPTEPHOro OapBHHKA.

. Moaynb wecTukonipHoro AetekTopa—MIicTUTh CHUITIKOHOBI (hoTompuiiMadi Ta
(bINBTPH TS BUSBIIEHHS [IECTH CIIEKTPATbHUX CMYT.

Ontruni 61oku posramoByrThes Becepenuti [-CORE Tak, mo iX oTBOpH 3’€MHYIOTBCS 3
ONITHYHUMH BiKHAMH peakiiiHol TpyOKH, IO JO3BOJISIE 30YIKYBATH Ta BUSBIATH €MiCilO
peakuiitHoi cymimri. BUKOpHUCTOBYOUM 30HAN, MAPKOBaHi Pi3HUMH (IIyOpeCIeHTHIMHU
penopTepHUMH OapBHUKAMHM, OJHOYACHO B OJIHINM peakiiHIN mpoOipili MOXHA
BU3HAYHTH JI0 IIECTH Iiieid. CIeKTpy BUIIPOMiHIOBaHHS (DIyOpeCcIeHTHUX OapBHUKIB
MOXYTb TIEPEKPUBATHUCS, 1 TIEBHUI OapBHUK MOXKE BUPOOJISITH CUTHAJ Y OLTBII HiXK
onHomy kaHani. I1]06 KoMmeHCyBaTu CeKTpajibHE MEPEKPUTTS, CHCTEMa BUKOPHCTOBYE
BiJIIOBi/IHI aJTOPUTMH KaJiOpyBaHHs Ta aHANi3y AaHUX JUIS BU3HAUYECHHS KOHIIEHTpAIIil
KOXHOTO perioprepHoro 6apBHuKa. Tadmus 3-1 BimoOpaxkae criekTpaibHi CMyTH
30yIKSHHS Ta ICTEKIII0 JIJIS [IECTH KaHAaJIiB.

Tabnuusa 3-1. GeneXpert [liana3oHu 30ya)xeHHs1 Ta BUNPOMiHIOBaHHA Moayns
(6 konbopiB)

OnNTUYHKUI KaHan Po3wunpeHHsa (nm (Hm)) | Bunyck (nm (Hm))
1 375-405 420-480
2 450-495 510-535
3 500-550 565-590
4 555-590 606-650
5 630-650 665-685
6 630-650 >700

10-konbopoBi moayni

10-konbopoBi moayni noTpebyoTb NporpamHoro 3abeaneveHHss GeneXpert Dx Bepcii 6.2

abo nisHiwoi. Akwo cuctema GeneXpert Dx noBuHHa MaTy KOMGiHaLito 6-KONbOPOBUX Ta
10-koNbOPOBMX MOAYMIB B OAHOMY MpuUnagi, Ans Lboro 3Hagobutbcst NporpamHe 3abe3neyeHHst
Bepcii 6.5 abo nisHiwoi. Akwo B1 noTpebyeTte Oyab-aKoi 4ONOMOrK, 3BepHiTbCA, Oyab nacka, 4o
BALLUOro perioHanbHOro LeHTpy TexHiyHa nigTpumka Cepheid.

B mexax [-CORE ontu4Ha cuctemMa CKIaIaeTbes 3 1BOX O0KIB (1uB. MamntoHok 3-3):

. Moaynb aecATUKONIPHOro 30yAHMKa—MIiCTHUTE CBITIIOLIONM BUCOKOI iHTEHCHBHOCTI
(LED), 1110 30y/DKYIOTh MOJICKYJIH PEIOPTEPHOTro OapBHHKA.

. Moaynb aecATUKONIpHOro aeTeKkTopa—MIicTUTh CHITIKOHOBI oTonmpuiiMadi Ta
(bINBTPH TS BUSBIICHHS A€CATH CIIEKTPATBHUX CMYT.
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OnTruni 6;oku posramoByoThes Beepenuti [-CORE Tak, mo iX oTBOpH 3’€IHYIOTHCA 3
ONTHYHUMH BiKHAMH PEaKIiifHOI TPyOKH, IO TO3BOJISAE 30yHKYBaTH Ta BUSIBIIATH €MICit0
peakiifHoi cymimni. BukopuctoByroun 30HA1, MapKOBaHi pi3HUMHE (IyOpPECIEHTHUMH
penoprepHIMH OapBHHKAMH, OHOYACHO B OJHIN peakliiHi{ mpoOipIili MoKHA
BU3HAYHUTHU 10 JeciaTy uineld. CeKTpy BUNPOMiHIOBaHHS (DIIyoOpecleHTHIX OapBHHKIB
MOXYTb TIEPEKPHUBATHUCS, 1 IEBHUI OAPBHUK MOXKE BHPOOIISATH CUTHAN y OUTBII HiX
onHoMy Kanani. [1[o6 koMIieHCyBaTH CrieKTpajbHE MEPEKPHUTTS, CUCTEMa BUKOPUCTOBYE
BiJIMIOBI/IHI aNTOPUTMH KaTiOpyBaHHS Ta aHANI3y JaHUX JUIsl BU3HAUEHHS KOHIIEHTpAIIii
KOXKHOTO peroprepHoro 0apeuuka. Tadmuis 3-2 BimoOpakae CleKTpaibHI CMyTH
30yIKeHHS Ta IETEKITI0 TS AECSITH KaHAJiB.

Tabnuus 3-2. GeneXpert [liana3oHu 30yaxeHHs1 Ta BUNPOMiHIOBaHHSA Moayns
(10 konbopiB)

OnTtuyHu kaHan | Pos3wmpeHHs (nm (HM)) | Bunyck (nm (Hm))
1 375-405 420-480
2 450-495 510-535
3 500-550 565-590
4 555-590 606-650
5 630-650 665-685
6 630-650 >700
7 450-495 565-590
8 500-550 606-650
9 450-495 606-650
10 500-550 >700

3.8 KanibpyBaHHsA cuctemmn

TepmicTopu kamep TepMiuHOi peakiii kamiOpyroTscs a0 + 1,0 °C 3a momomororo
BIICTeXKYBaHMX €TAJIOHIB HarlioHambHOTO IHCTUTYTY cTaHAapTiB 1 TexHomorid (NIST).
[Tix yac BUpoOHMUOTO MpoLIECy TeMIeparypa CUCTEMHU OTAJICHHSI BUMIPIOETHCA 3a ABOX
temmeparyp: 60 °C and 95 °C. KoedimienTtn xaniOpyBaHHS, SKi BUIIPABIAIOTH HEBEIIHUKI
MOXHOKH y BUXITHUX MMOKa3HUKAX TEPMICTOPIiB HArpiBayiB, 30€piraroTbes B mam’ATi
koxkaoro momyist [-CORE.

OnrtuyHa cucteMa KaliOpyeTbesl, BAKOPUCTOBYIOUM CTaHAAPTHI KOHLEHTpPALii OKpeMHUX
He3abapBiIeHNX GIIYOPECIIECHTHUX OapBHUKIB. /{11 KO)KHOTO ONTHYHOTO KaHAITy CHUTHAI,
BUPOOJICHUH OfiHiIEI0 TPYOKOIO (IyCTUH CHTHAaI), BiIHIMA€ETHCA BiJl BUX1IHOTO CHTHAIY,
KN BUPOOIIAETHCS CTaHIAPTOM OapBHUKA-OJIr0 JJIsI BU3HAYECHHS CIICKTPAIbHUX
XapaKTepUCTHK. BUKOpUCTOBYIOUH 1HAWBIAYaIbHI CIIEKTPaIbHI XapaKTEePUCTUKH YUCTHX
OapBHUKIB-OJIITO, CHTHAIM HEBIIOMHUX CYMIIIeH OapBHHKIB-0JIITO MOXYTh OyTH pO3CisHI
Ha KOPEKLIHHI CUTHANH AJsl OKpEMHUX OapBHHUKIB y CyMillIi.
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4 XapakTepuUCTUKU NPOAYKTUBHOCTI Ta TeXHiYHi
XapaKTepPUCTUKMU

VY 1poMy po3fili MpeacTaBieHi XapaKTepUCTHKH MPOAYKTUBHOCTI Ta TEXHIUHI
xapakrepuctuku cuctemu GeneXpert Dx. Bin BkiItouae HacTymHI TeMH:

Po3nin 4.1, Knacudikariist anaszizaropa

Po3nin 4.2, 3aranbHi TeXHIYHI XapaKTEePUCTHKH

Poznin 4.3, [TapameTpr HABKOJIHUITHBOTO CEPEIOBHIIA JUIsl €KCILTyaTallil

Po3nin 4.4, YMOBH HaBKOJIMIITHROTO CEPEIOBHUIIA - 30€piraHHs Ta TPAHCIIOPTYBaHHS
Poznin 4.5, Tuck 3ByKy

Po3nin 4.6, 3akoHonaBcTBO €Bporelickkoro Coro3y

Posznin 4.7, Tabnuirst Ha3B 1 KOHIICHTpAIlid HEOE3MEUHUX PEIOBHH

Po3nin 4.8, [HpopMarltis 010 CIIOKUBAHHS €IEKTPOCHEPTIl MPOTYKTOM

Poznin 4.9, Tenmosigmaua

4.1 Knacudikauia aHanizaTtopa

Cucrema GeneXpert Dx - 11e:

MTPOMHUCIIOBHIA HAYKOBUH METMIHAN MIPHUIIAL] CEPEAHBOTO PO3MIpPY U BUKOPUCTAHHS
B TIPOMHUCIIOBHX a00 Tab0opaTOpHUX yMOBaXx.

MPU3HAYCHUN TS CTAIiOHAPHOI pOOOTH.
MIPU3HAYCHUH JIJIsl BAKOPHCTAHHS B YChOMY CBITI.

MIPU3HAYCHUN TS OI[IHKH ITOTIEPETHBEO 00pOOIEHOTO 010JIOTIYHOTO MaTepiary.
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XapakTepuCcTUK/N NPOAYKTUBHOCTI Ta TeXHIYHi XapaKTepUCTUKN

4.2
4.2.1

3aranbHi TeXHi4YHi XxapaKTepuCcTUKU

3aranbHi TexHi4YHi xapaktepucTuku aHanisartopis GeneXpert R1

Amnamnizaropu GeneXpert R1 MaloTh HaCTYIHI TEXHIYHI XapaKTEPHUCTUKU:

. Po3mipu Ta Bara:
Ta6bnuusa 4-1. Po3mipu Ta Bara
AHanisaTtop Wupuna Bucota MmubuHa Bara
GX-l R 10,8 cm (cm) 34,29 cm (cm) | 34,29 cm (cm) 8,16 kg (kr)
(4,2 pronma) (13,5 gronmis) (13,5 gronmis) (18 dyHTiIB)
GX-IV R1 29,8 cm (cm) 35,6 cm (cm) 31,1 cm (cm) 12 kg (kr)
(11,75 pronimis) (14 pronmis) (12,25 pronmis) (26 dyHTIB)
. 53 cm (cm) 76 cm (cm) 38 cm (cm) 57 kg (kr)
GX-XVIR1 (21 provim) (30 gtorim) (15 prorimiB) (125 dpyHTiB)
. EnexTpo:xxuBieHHsi: ABTOMaTHYHE TIepeMUKaHHSI [[ialla30HIB BUMIpiB

. HominanbHuii aianazon Hanpyru 3minHoro crpymy: 100-240 V (B) ~,
50-60 Hz (T'm)

. KonuBannst Hanpyru enexkrpomepeski: He oinbiie + 10% Big HOMiHAIBHOT

Hanpyru

. Mepexigni nanpyru: Ilix 1o 2500 V (B) (Il xareropist BATPUMKH IMITYJIbCY )

. HominajibHa cuiia cTpyMy Ta HOMiHAJI 3al100IKHUKA:

Tabnuus 4-2. HomiHanbHa cuna cTpymy Ta HOMiHan 3anobixHuka

AHaniszatop HomiHanbHa cuna cTpymy HowmiHan 3ano6ixHuka
GX-l R1 1,5A @ 100V (B)~, 250V (B)~T2A(A)

0,75A @ 200 V (B)~ (IEC 60127, Tn 3 3aTPUMKOIO Yacy)
GX-IV R1 1,9A @ 100V (B)~, 250V (B)~ T3 A(A)

0,95 A @ 200V (B)~ (IEC 60127, Tn 3 3aTPMMKOLO 4acy)
GX-XVI R1 8,24 A@ 100 V (B)~, 250V (B)~T6,3A(A)

412 A @ 200 V (B)~ (IEC 60127, Tvn 3 3aTPMMKOIO 4acy)
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XapaKkTepuCTUKN NPOAYKTUBHOCTI Ta TEXHIYHI XapaKTepuCTUKMU

4.2.2 3aranbHi TexHiYHi XxapakTtepucTuMku aHanizaropiBs GeneXpert R2

Amnamnizaropu GeneXpert R2 MaroTh HACTYIHI TEXHIYHI XapaKTEPHUCTUKU:

. Po3mipu Ta Bara:
Tabnuusa 4-3. Po3mipu Ta Bara
AHanisaTtop WuvpuHa Bucota MmubuHa Bara
GX-l R2 9,4 cm (cm) 30,5 cm (cm) 29,7 cm (cm) 4 kg (kr)
(3,7 aonmis) (12 pronmis) (11,7 pronmis) (9 cyHTIB)
GX-Il R2 16,3 cm (cm) 30,7 cm (cm) 29,7 cm (cm) 6,5 kg (kr)
(6,4 pronmis) (12,1 pronmis) (11,7 pronmis) (15 dpyHTiB)
GX-IV R2 28,2 cm (cm) 30,5 cm (cm) 29,7 cm (cm) 11,4 kg (kr)
(11,1 gronmis) (12 gronmis) (11,7 gronmis) (25 gyHTiIB)
GX-XVI R2 53 cm (cm) 65,8 cm (cm) 33,8 cm (cm) 57 kg (kr)
(21 pronmis) (25,9 pronmis) (13,3 gonmis) (125 dpyHTiB)
. EnexTpo:xuBiaeHHs: ABTOMaTH4YHE IEPEMUKAHHA [ialla30HiB BUMIPiB

. HominaabHuii nianazon Hanpyru 3miHaoro crpymy: 100240 V (B) ~,
50-60 Hz (T'm)

. KosuBanns Hanpyru enexkrpomepeski: He 6inpme + 10% Big HOMiHaIBEHOT

Hanpyru

. Mepexinni Hanpyru: Ilik 1o 2500 V (B) (II xaTeropist BATPUMKH iMITYJIBCY)

. HominanbHa cuiia cTpyMy Ta HOMiHAJ 3aM00iKHHKA:

Tabnuus 4-4. HomiHanbHa cuna cTpymy Ta HOMiHan 3anobixHuka

AHanizatop HomiHanbHa cuna ctpymy HomiHan 3ano6ixHuka
1,5A(A) @ 100 V (B)~
GX-l1 R2 (Buxig agantepa 3MiHHOro CTpymy Po6ounii 3anobixkHKK BigCYTHIN
2,5 A @ 24 B nocTiHOro cTpymy)
1,5A(A) @ 100 V (B)~
3 (Buxig apantepa 3mMiHHOrO CTpyMy . . . .
GX-ll R2 25A (A) @ 24 V (B) nocTifiHoro Po6ounii 3anobixkHKK BigCYTHIN
cTpymy)
) - 250V (B~ T3A(A)
GX-VR2 T4AR) @100V (B) (IEC 60127, Tn 3 3aTPMMKOIO 4acy)
X - 250 V (B)~T 6,3 A (A)
GX-XVIR2 616 A(A) @100V (B) (IEC 60127, Tn 3 3aTpMMKOIO Yacy)
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4.3

44

4.5

4.6

I'IapameTpM HaBKOJIMWWHLOIO cepenoBulla Ans
ekcnnyartauii

Bama naboparopis moBUHHA BiIOBiIaTH HACTYITHUM BHMOTaM:

. 3aranbHe cepenoBuie: BUkoprCTOBYBaTH JIUIIE B MPUMIIICHHIX

. PiBensb 3a0pynHenHs: 2

. Temneparypa exkcnayaranii: 15-30 °C

. BignocHa Bouiorictb: 10%—-95%, 6e3 yTBOpeHHS KOHAEHCATY

[epemictith cuctemy GeneXpert Dx Bij Teria Ta KaHaay IS KOHIUIIIOHYBaHHS
noBiTps. He po3mimyiite aHamizaTop mpsMo i BEHTUIAIINHOI BUTKKOIO abo i
NPSIMUMHE COHSIYHUMH MTpOMEHsIMH. Koy aHanizatop He BUKOPHUCTOBYETHCS, 3aBXKIU
TpUMaiiTe IBEpLATa MOLYNIA 3aYMHEHUMHU.

YMOBM HaBKONMULWHLOIO cepeaoBuLla - 36epiraHHs
Ta TPaHCNOPTYBaHHA

OO00B’SI3KOBUMHU YMOBaMH 30epiranHs €:
. Temmnepartypa: Big -30 °C mo +45 °C

. Boaoricte: BigHOCHA BomoricTh 0%—95%, 6e3 yTBOpeHHS KOHACHCATY

TUCK 3BYKY

Crerudikaliii 3ByKOBOr0 TUCKY € HACTYITHUMHU:

. Jiana3zon Tucky 4yTHoro 3ByKy: < 85 dB (nb) (korTpOnpHHMIA piBers 20 mPa
(mlIa))

. Tuck yasTpa3syky Bix 20 kHz (xI'n) o 100 kHz (xI'm): < IJIP mpu 94,5 dB (nb)
(xoHTpONBHUI piBeHb 20 mPa (mI1a))

. MaxkcuMaJIbHUH THCK 3BYKY: MiCTHTBCS B TpeThOOKTaBHi cTpiuii Ha 40 kHz
(k')

3akoHoaaBcTBO €Bponenucbkoro Coro3sy

Cuctremu GeneXpert Dx Oynu po3po0ieHi Ta MpoTecTOBaHi Ha BiMOBIAHICTE BUMOTaM
BIAMIOBITHUX JUPEKTHB Ta HOPM €Bpomeiickkoro Coro3y. Jlekmaparriro BiAMOBITHOCTI
MOXHa OTPHMATH 3a 3allTOM, 3BEpHYBLINCH O CIy:XKOM TexHiuHoi miaTpumku Cepheid.
Joxmanainty iHdopmMamiro quB. y po3air «Ciyx0a TeXHITHOI TIATPUMKI» B TIEPEIMOBI.
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XapaKkTepuCTUKN NPOAYKTUBHOCTI Ta TEXHIYHI XapaKTepuCTUKMU

4.7 Tabnuusa Ha3B i KOHUEeHTpauin Hebe3ne4yHnx
pe4YoBUH

Hassa mpoaykry: Cuctema GeneXpert Dx
Homep mogeni npoaykry: GX-I1 R2, GX-II R2, GX-IV R2, GX-XVI R2

Ha3Ba HeGe3ne4yHUX pe4yoBUH

Ha3Ba koMnoHeHTy (Pb) (Hg) (Cd) (cr%% (PBB) (PBDE)
OpHopasoBuii KapTpuax (0] (0] (0] (0] 0] 0
GeneXpert
KabenbHi nigcuctemun (e} (e} (e} (e} (0] (0]
MnacTtukoBi getani (0] (0] (0] (0] 0] 0]
JlnctoBuin metan (0] (0] (0] (0] 0] 0]
O6napgHaHHs (rBUHTK, GonTwy, (e} (e} (e} (e} O O
TOLLO)

Migcuctema enekTpOXUBIIEHHSI (0] (0]
EnekTpoHHU Mogynb Ha X (0] (0] (0] O O
APYKOBaHin nnari

[Te30 ynbTpasByKOBUN OATUYUK X (0] (0] (0] @) 0]

Lis Tabnuus nigrotosneHa BignosigHo 4o nonoxexb SJ/T 11364-2014
O: Bka3ye, Lo TOKCUMYHi abo HeGe3neyHi pe4oBUHU, LLIO MICTATLCS Y BCIX OQHOPIAHUX MaTepianax Ans Uiel YacTUHU, € HKYe

rpaHnyHmnx Bumor B GB/T 26572.

X: Bkasye, L0 TOKCUYHi abo Hebe3neYHi pe4oBrHU, L0 MICTATLCA NPUHANMHI B O4HOMY 3 OOHOPIOHWX MaTepianis, Lo
BMKOPWCTOBYHOTLCA ANS L€l YacTUHW, NePEBULLYIOTb FpaHuyHi BuMorn B GB/T 26572.

4.8

IHbopmauin Woao cnoXXmBaHHA eneKkTpoeHepril

NpPoAyKTOM
B pexumi PiyHe CnoXuBaHHA
lpenTundpikaTop Knac CMoOXWUBaHHA CNOXWBaHHA | eneKTpoeHeprii B
IM’a mopeni eHepreTuyHoiI eneKkTpoeHeprii eneKkTpoeHeprii pexumi

nocrtayanbHUKa| MocTavyanbHUKa |edeKTUBHOCTI W (BT) kW/h (kBt/ron) |ovikyBanHsa W (BT)
Cepheid GeneXpert GX-I G 61 263 58
Cepheid GeneXpert GX-I G 85 372 71
Cepheid GeneXpert GX-IV G 100 489 83
Cepheid GeneXpert GX-XVI G 270 1168 170

4.9 Tennosigpaua

laeHTncbikaTop mogeni

IM’a nocTavyanbHuKa nocTtavanbHuKa BTU/h (BTO/ropn)
Cepheid GeneXpert | R2 208
Cepheid GeneXpert Il R2 290
Cepheid GeneXpert IV R2 341
Cepheid GeneXpert XVIR2 921
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5 IHCTpyKUil 3 ekcnnyaTtauii

VY 1poMy po3[Iilli MOSCHIOETHCS, SIK BUKOPUCTOBYBatH cucteMy GeneXpert DX st
3aIlyCKy AiarHOCTHYHOTO aHAI3y in Vitro Ta KepyBaHHS JaHUMH pe3yibTariB. Bin
BKJIFOYA€ HACTYITHI TEMH:

. Po3nin 5.1, TumoBuit poGouwmii mporec

. Po3znin 5.2, ITouarok poGoTH

. Po3nin 5.3, BukopucTaHHsI CHCTEMHOTO BiKHA
. Po3znin 5.4, IlepeBipka ciMCKy BU3HAYCHB TOCTYITHUX aHAJi31B
. Po3nin 5.5, BukopuctanHs ckaHepa IITPUX-KO/IiB

. Po3nin 5.6, CTBOpeHHSs aHATI3Y

. Po3nin 5.7, HanamryBaty MacKyBaHHS pe3yJIbTaTiB TECTy
. Po3ain 5.8, 3aBaHTakeHHs KapTpHKa Y MOIY/Ib aHaJIi3aTopa
. Po3nin 5.9, Ilowarok aHamizy

. Po3ain 5.10, Kortposs nporpecy aHaiisy
. Po3pin 5.11, 3ynuHKa BUKOHYBaHUX aHAII3iB

. Posznin 5.12, Ilepernsig pe3ynbTariB aHATi3Y

. Po3nin 5.13, PenaryBanns indopmariii mpo aHai3

. Po3nin 5.14, CTBOpEHHS 3BiTiB ITPO pe3yJIbTaTH aHATI3Y

. Po3min 5.15, IlepeHecenHs pe3ynbTaTiB aHATIZY

. Poznin 5.16, 3aBaHTa)keHHS pe3y/BTaTIB aHAi3y B XOCT

. Po3nin 5.17, KepyBaHHS TaHUMU pe3yibTaTiB aHATI3Y

. Po3nin 5.18, BukoHaHHs 3aBiaHb KepyBaHHs 023010 JaHUX
. Posgin 5.19, Bunanenns a"amizis 3 0a3u JaHUX

. Po3nin 5.20, [Tepers Ta APyK 3BITIB
. Po3nin 5.21, Pobota 3 migKIFOueHHSIM JI0 XOCTY
. Poznin 5.22, Po6ora 3 miakmouenasm Cepheid Link

. Po3nin 5.23, CucremHa iHdopmartis
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IHCTpYKLUIT 3 ekcnnyaTauii

Baxnueo

NiaTpumka Windows 7 3akiHumnacs 14 ciuHa 2020 poky. Komnania Microsoft 6inbwe He
Hagae oHOBMNEHb Nporpam 6e3nekn abo TeXHIYHOI NiATPUMKM AN onepauinHoi cucTeMm
Windows 7. Bam Tenep Heo6xiaAHO OHOBUTU CBOIO onepauiliHy cuctemy Ao HOBILIOI Bepcii,
Hanp. Windows 10.

IHdbopmauito npo TexHiuHy niaTpumky Windows 7 auB. Ha caunTi https://www.microsoft.com/
en-us/microsoft-365/windows/end-of-windows-7-support.

Kpim Toro, 3BepTaiTech y MicueBy crnyx0y TexHiyHoi niaTpumku Cepheid, sikwo y Bac €
3anuTaHHA wono BukopuctaHHa Windows 7.

5.1 TunoBuu pob6ouun npouec

Tabnuns 5-1 okasye TUMOBUEH poOoOUMii mporiec s 00poOKH MPOOHOTo 3pa3ka 3
BUKOpHUCTaHHIM cucteMu GeneXpert Dx.

Ta6bnuusa 5-1. TunoBuin pob6ounit npouec ansa oopoodbkn spaska

Kpok 3aBpaHHA Pospin

1. Mouatun poboty cuctemmn GeneXpert Dx. Poagin 5.2.3

2. BukoHaTu 3aBoaHHA kepyBaHHS 6a30t0 AaHMX. Pospin 5.18

3 MepeBipnTn CMMCOK AOCTYNHNX aHanisis. IMnopTyBaTn daiinm Poanin 5.4 Ta Poaain 2.16
BM3HAYeHHS aHaniay, SKWo Le HeobXigHo.

. - . . [wuB. nucTok-BkNaguw B

MigrotyBaTtn cneuianisoBaHuii 4ns NEBHOMO aHani3y KapTpuox .

4. ynakoBLi, WO NOCTaBNSETLCS
GeneXpert .

pas3oM i3 KapTpuaxem.

5. CtBOpUTU aHanis. Po3gin 5.6

6. 3aBaHTaXuTn KapTpuaxX B MoAysb aHanisaropa. Po3pnin 5.8

7. MoyaTtn ananis. Po3zgin 5.9

8. KoHTpontoBaTu nporpec aHaniay. Posgin 5.10

9. MepernaHyTn pesynsraTtu. Pospin 5.12

10. | 3reHepyBaTu 3BiTU 3 pe3yrnbTaTamu. Po3sgin 5.14

11. | MNepeHecTn pesyneraTtu. Posgin 5.15

12. KepyBaTu gaHummn pesynbsraris. Poapin 5.17

5.2 [Mo4aTok pobotu

VY 1bOMY PO3/iTi ONKCaHI OCHOBHI 3aBIaHHS CUCTEMH.

. Po3zmin 5.2.1, YBIMKHEHHS Ta BUMKHCHHSI aHaJTi3aTopa

. Pozmin 5.2.2, YBIMKHEHHS KOMIT I0TEpa

. Po3nin 5.2.3, 3amyck mporpaMHOTO 3a0e3neueHHs

. Po3nin 5.2.4, Bxix B cucteMy i3 3aIlyCKOM IPOTPaMHOTO 3a0e3MedeHHs
. Posmin 5.2.5, Buxiz 13 cucremu

. Pozmin 5.2.6, 3mina Bamoro mapoito
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IHCTpYKUIT 3 ekcnnyaTauii

5.2.1 YBiMKHEHHSl Ta BUMKHEHHA aHani3aTopa

Ananizatop GeneXpert noTpibHO yBiIMKHYTW [0 3anycKy nporpamHoro 3abesneyeHHs GeneXpert.

MpumiTka : . . N
HKIJ.I,O aHanisatop nonepegHbo He YBIMKHYTU, NporpaMHe 3abe3neyeHHs He po3ni3Ha€e noro.

Bwmukad sxuBiieHHS po3TalOBaHWA Ha HIDKHIN 3aQHIN cTOpoHI aHamizaTopa. Jlo
MepeMrKada MOXKHA JIOTATHYTHCS 3 Oy/Ib-sIKOT CTOPOHU aHaji3aropa.

11106 yBimMKHYTH aHami3aTop(-1), HATHCHITH epeMukad Ha nosuiito (|). Ha mepeaniit
MaHeJi aHaji3aTopa 3arOPUThC MAJICHBKUN CHHIN 1HUKATOP.

11106 BUMKHYTH aHaJi3aTop, MEPEeBEAiTh IIEPEMUKad y BUMKHEHE nosoxeHHs (O).

Baxnueo Cepheid pekomeHaye BUMUKaTH aHanisaTop Ta KoMn’loTep NpUHaMMHi OAUH pa3 Ha TUXKAEHb.

5.2.2 YBiMKHEHHSAI KOMN'lOTepa

[Ticns BcTanoBieHHs KoMt totepa cucteMu GeneXpert DX BUKOHalTe HaBeIeH] HIDKYE
Iii, o0 yBIMKHYTH KOMIT FOTEp Ta BBIMTH B CUCTEMY KOMII IOTEpA.

1. YBiMKHITE KomIT 10Tep cucreMu GeneXpert Dx.

2. 3adekailiTe, TOKU CHCTEMa 3aBAaHTAXKUTHCS.

Y Windows 7 3’saBnsieTbes ekpan O6mikoswuii 3armuc Windows (Windows Account).
Jus. MantoHok 5-1.

YV Windows 10 3’sBnsierbest ekpan brnoxyBanas Windows (Windows Lock). Jus.
MautoHok 5-2. KnanHits y Oyap-skoMy Micli eKpaHa, 1100 BioOpa3uTH ekpaH
Oo6mnikouii 3arruc Windows (Windows Account) i [lapons (Password). Jlus.
Mamtonok 5-1.

Cepheid-Admin

w. Windows 7 Professional

MantoHok 5-1. Ekpan O6nikoBun 3anuc Windows 7 (Windows 7 Account)

lMocibHuk onepamopa cucmemu GeneXpert Dx
303-1548-UK, Peg.A 2023-07



IHCTpYKLUIT 3 ekcnnyaTauii

11:44

Monday, January 27

MantoHok 5-2. EkpaH BnokyBaHHsa Windows 10 (Windows 10 Lock)

3. Ha expani O6nixoBuii 3anuc Windows (Windows Account) BuOepiTh 001iKOBUH
samuc kopuctyBada-Cepheid-Admin (xus. Mamonok 5-1 i MamoHok 5-4).

* Y Windows 7 3’sBisieTbest ekpan [Tapons Windows (Windows Password).
JluB. MantoHok 5-3.

* VYV Windows 10 3’siBisieTbCs TIOJIE 7151 BBEACHHS MApoIisi OOTIKOBOTO 3aITUCy
kopuctyBada Cepheid. /lus. MamtoHok 5-4.

Ha xomm’rorepi cucremu GeneXpert DX HanamToBaHi Ba 00iKOBI 3alMCH
Windows. O6mnikoBuii 3aruc Cepheid-Admin (Cepheid-Admin), npusnadenuit ast
BUKOHAHHS aIMiHICTPaTUBHHX 3aBJaHb, TAKHUX K OHOBJICHHS IPOTPaMHOT0
3a0e3MevYeH s, HAAIITYBAaHHS CHCTEMH Ta JUIsi HOPMaJIbHOT poO0TH; 1 00IiKOBHH
saric Cepheid-Techsupport (Cepheid-Techsupport) mpusuauernuit 1y1st BAKOPHCTAHHS
nurie TexHigHoro miarpumkoro Cepheid. Jlus. Mamtonok 5-1 1 MamoHok 5-4.

YBara P—— > - .
By noBuHHI BBiTU B CUCTemMy, BUKOPUCTOBYHOUYM NonepeaHbO HanawToBaHMn obnikoBun

3anuc Cepheid. flkwo Bu BBingeTe B cuctemy, BAKOPMCTOBYHOUM iHLIE iM’AA KOPUCTYBa4a Ta
npodinb, HanawTyBaHHA KepyBaHHS XXUBMEeHHA OyayTb HenpaBUNbHUMU.
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IHCTpYKUIT 3 ekcnnyaTauii

! Switch User |

. Windows 7 professional

MantwoHok 5-3. EkpaH Maponb Windows 7 (Windows 7 Password)

Cepheid-Admin

Cepheid-Admin

Cepheid-Techsupport

MantwoHok 5-4. Ekpan O6nikoBun 3anuc Windows 10 (Windows 10 Account)
i Maponb (Password)

4. Ha expani [Tapons Windows (Windows Password) (muB. MamoHok 5-3 1
MaintoHok 5-4) BBEIiTh IapOJIb, MONIEPEAHBO IPU3HAYCHUHN aIMiHICTpaTOpOM
CUCTEMH.

lMocibHuk onepamopa cucmemu GeneXpert Dx 5.5
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IHCTpYKLUIT 3 ekcnnyaTauii

YBara

- He 3miHronTe npodhinb kopuctyBaya Cepheid. 3miHa npocinto moxe npusBecTu Ao BTpaTu
AaHuUX nig Yyac aHanisy.

T

5.2.3 3anyck nporpamMHoro 3abe3ne4yeHHs

Mepen 3anyckoM nporpamHoro 3abe3neyeHHst 3aBxXav BMUMKanWTe aHarnisatop.
MpumiTka 3aBxau 3aBepLuynTe ceaHc poboTu 3 NporpaMHUM 3abe3neveHHsAM, NepLU HiXK BUMKHYTH
aHanisarop.

[Iporpamue 3abe3neuenus GeneXpert DX aBTOMaTHYHO 3aITyCKa€eThCs IICISI BXOAY B
cucremy Windows. Skmo nporpamue 3abe3neuenHs GeneXpert Dx 3akpute BpyuHy,
mporpaMHe 3a0e3MMeueHHsT MOXKE 3aITyCKaTHCS OJHUM i3 TBOX CITOCOOiB:

1. Ha po6ouomy cromi Windows nBivi knamnnite mikrorpamy GeneXpert Dx.
JluB. MantoHok 5-5.

MantoHok 5-5. MikTorpama sipnuka cucremn GeneXpert Dx
abo
Ha naneni 3aBnans Windows HaTHCcHITH 3Ha40k Windows Ta BuOepith Bei nporpamu
(Bce nporpammbl) > Cepheid > GeneXpert Dx.
2. BinmoOpa3uThcs eKpaH BXOAY B CUCTEMY.

[Tix yac KOXKHOTO 3aITycKy POrPaMHOTO 3a0€3MeUeHHs, 3’ IBIISIETHCS 11aI0TOBE BIKHO
BXOJIy B CUCTEMY Ta 3aIUTYE iM’sl Ta IapoJib KopucTyBaua (AuB. MasoHOK 5-6).

V mosi IM’s kopucTtyBaua (MMs nonb3oBaTtens) BeeniTh Barire iM’s koprcTyBada
GeneXpert Dx. ¥V nosni Maponsb (Maponb) Beenite Bamr maposns. Hatucuits OK, 11106
YBIUTH B CHICTEMY 1 po3MOYaTH POOOTY 3 MPOTpaMHIM 3a0€3MEUCHHSIM.

r
B2 Vms yuetroit sanucu ﬁ

s nonb3oBatens |basic ]

Maponb Iooooool I

o

MantoHok 5-6. [lianorose BikHO Bxia B cuctemy (Bxon B cucremy)

3o6paxeno BikHO cuctemu GeneXpert Dx. [lus. Mamronok 5-7.

lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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IHCTpyKUIT 3 ekcnnyaTauii

Mporpamue 3abesneveHHst GeneXpert Dx npautoe 3 onepadiiiummn cuctemamun Windows 7
i Windows 10. EkpaHu, HaBefieHi B LbOMY KEPIBHULTBI, iNOCTPYOTb pOOOTY NporpamMHoro

NpumiTka 3abe3neyeHHs GeneXpert Dx y cuctemi Windows 7. EkpaHun ans nporpamHoro 3abesneqeHHs
GeneXpert Dx, o npautotoTb B onepadintHin cuctemi Windows 10, 6yayTb aHanoriyHMumum.
Baxnugeo Akwo pianoroBe BikHO Bxia B cuctemy (Bxop B cuctemy) He 3’ABRAETLCA Nif Yac 3anycky

nporpamMHoro 3abe3ne4yeHHsi, 3BepHiTbCA A0 aaMiHicTpaTopa cuctemu GeneXpert Dx.

Axwo Bu 3abynu ceivi naponb i Bac 6yno 3abnokosaHo, Bu moxeTe 3BepHYTUCH 4O CBOrO
agMiHicTpaTopa Ta nogaTy 3anuT Ha ckuaaHHS napons. 3axucHa yHKUis 6nokyBaHHS TMMYacoBO

MpumiTka BigiMkHe Bac Big cuctemun Ha neBHui Yac (Big 15 4o 60 XBUNKWH, 3anexHO Big HanawTyBaHb
agMmiHicTpaTopa). 3anuT Ha ckuaaHHS napons Big agMiHicTpaTopa MoXxe CKOpPOTUTU TpuBanicTb
Yyacy Baworo 6rnokyBaHHS.

n GeneXpert® Dx Sysm - - -

Om4etel  Hactpoiikn ObGcnyxueanwe O nporpamme

Monbac p

Cozpartk aHanus lNMpoeepuTs cTatyc OCTaHOBHTL aHanus MpocmoTp pes. OnpefenuTs TecTs! ( OeNHTE rpaduEn ObcnyxHBaHne
Mogynu : AHANKWZ0B C MOMEHTA 3anycka
: Cocro.
Xopn Hazeawme | Monek3o- | Pesynb- Nara
ST Tect . BLINOMN- Cratyc Mof. garenb Tar UZET |(BEImE) GnD 3anycka v

MOoaynA obpazua OWHOKH

HEeHHA

[LocTynHo

[LocTynHo

[LocTynHo

JocTtynHo

MantoHok 5-7. CuctemHe BikHo GeneXpert Dx

BinbLicTb ekpaHiB, NOKa3aHWX y LibOMY KepiBHULUTBI, AeTarnbHO AeMOHCTYBaTUMYThb BXig,
KopucTyBaya B cuctemy. 3a HeobxigHocTi Byae BigobpaxaTncs OCHOBHUIA NOTiH KOPUCTYBaYa, LWo6

Mpumitka :
P rokasaTy ekpaHu, siKi CTOCY0TbCS BXOAY B CUCTEMY LibOro KOHKPETHOrO KopucTyBaya Ta
afMiHicTpaTtopa, Ae ue noTpibHo.
lMocibHuk onepamopa cucmemu GeneXpert Dx 5.7
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IHCTpYKLUIT 3 ekcnnyaTauii

5.2.3.1 HaragyBaHHA npo KepyBaHHA 6a30t0 aaHux (HanommHaHue 06
ynpasrneHum 6a3omn faHHbIX)

1.  Slxmo none HaragyBaHHsA Npo kepyBaHHs 6a30t0 AaHux (HanomuHaHue 06
ynpaBneHuu 6a3oi AaHHbIX) B mianorosomy BikHi Kougirypariis cucremu
(Konduryparus cucremsr) (1uB. MamtoHok 2-77) He BigMiveHe, 11aJoroBe BiKHO
KepyBanns 6a3oro nanux (YmpapiieHre 0a30# maHHBIX) (IuB. MaaioHOK 5-8) He
3’IBUTHCS 1 He Oyne moTpibHO HisKUX Ail cTOCOBHO 06a3u maHux. [Iporpamue
3abe3neueHHs Oy/ie TIPOIOBKYBaTH 3aBaHTaXyBaTHC, 1 Bu Mo)keTe miepeiita 110
Po3nin 5.2.3.2, 106 npo0BKUTH OCIIAOBHICTh 3aITyCKY.

abo

2. Sxmo BikHO HaragyBaHHS Npo kepyBaHHA 6a30t0 gaHux (HanomuHaHue 06
ynpaBneHuu 6a3oi AaHHbIX) Ha ekpaHi TiamoroBoro BikHa Konurypaitist cucremu
(Kondurypanust cucremsl) (auB. MaxroHok 2-77) BiIMi4eHO, 1iaj0roBe BiKHO
KepyBansnst 6a3oro nanux (Ympasienue 0a30ii maHHBIX) (I1B. MamoHOK 5-8)
3’SIBUTBCS IOPA[ 13 BikHOM cuctemu GeneXpert Dx, 3anutytoun, un xouere Bu
BUKOHATH 3aBJaHHS KepyBaHHA 023010 TaHUX.

Ynpasenerve 6asoi gaHHbIx i&

F?d Bbl XOTHTE BbINONHHTL 3a[aHHA NO yNpaeneHnio 6a30H AaHHbIX?

MantoHok 5-8. [lianoroee BikHO KepyBaHHA 6a3010 gaHux
(YnpaBneHue 6a3oi gaHHbIX)

A. Sxumo Bu HarucHere Hi (HeT) B nianoroBomy Bikni KepyBaHHs 623010 gaHHX
(YpaBnenue 6a30i qaHHBIX) (TUB. MaroHOK 5-8), mporpaMue 3a0e3nedeHHs
GeneXpert DX npomoBXuTh 3aBaHTaXXyBaTucs, i Bu 3MokeTe mepeit 10
Poznin 5.2.3.2.

abo
B. Harucuits Tak ([a) B mianoroBomy Bikui KepyBaHHs 623010 1aHHX

(YmpaBnenue 6a30it qanHbIx) (1uB. MamoHok 5-8), i Bam Oyrne 3anpornoHoBaHo
BHOpAaTH 3aBIaHHS, SKe TOTPiIOHO BUKOHATH (IUB. MaroHOK 5-9).

3anexHo Big NpuBineiB kKopMcTyBaya BCi (abo Oyab-Ki) 3 HOTUPLOX NapameTpiB y AianoroBomy
MpumiTka BikHi KepyBaHHs 6a3oto gaHux (YnpaeneHue 6a3oi AaHHbIX) MOXYTb ByTW HEBUAUMUMM.
[Ous. MantoHok 5-9.

5.8 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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IHCTpyKUIT 3 ekcnnyaTauii

i b |
E ¥npaeneHuwe Gazol JaHHLEX L&J

\ BuiDepuTe 3agaHne, WenkHuTe [BeiNONHWTE] ANA NpogoKeHnA.

8 PezepEHOe KOMHpOEaHKUe §a3bl AaHHBIX

i) BoccTaHoBNeHue Gasbl AaHHBIX

i) CaTh Dazy QAHHEIX \

OTMEHHTE BINONHKTE

MantoHok 5-9. [lianoroee BikHO KepyBaHHA 6a3010 gaHux
(YnpaBneHue 6a3o# AaHHbIX)

BubepiTh BiAMOBiIHY KHOTIKY JUIsl Oa)KaHUX 3aBIaHb KePyBaHHs 023010 JaHUX
(marpukian, Pe3epBHe konitoBaHHs 6a3u gaHux (PesepBHoe konupoBaHue 6a3bl
AaHHbIX), BigHoBneHHs 6a3u paaHux (BocctaHoBneHue 6a3sbl AaHHbIX), 200 CTUCHYTH
6a3y gaHux (CxaTb 6a3y AaHHbIX)).

JuB. Po3nin 5.18, BukoHanHs 3aBnaHb KepyBaHHS 0a3010 JaHUX, 00 OTpUMAaTH
JOKJIaHIIy iH(pOpMAIIifo PO Te, SIK BUKOHYBAaTH KOXKHE 3 3aBJaHb KepyBaHHS
0a3010 JaHHX.

HarucHite kHonky MpoaoBxuty (Mpogonkuts) (nue. MastoHok 5-9), 1106 movyatu
BUKOHYBATU OaxaHe 3aBAaHHS KCPYBAHHA 0a3o10 JaHUuX.

[Ticns 3aBepIeHHs 3aBIaHHS KepyBaHHs 023010 JaHUX 3’ IBUTHCS /1iaJIOrOBE BIKHO
migrBepmkenns. Harucuite OK, a motim kHonky CkacyBaTtn (OTMeHUTb) B
nianoroBomy BikHI KepyBanHs 6a3oro nanux (YipasieHue 0a30ii JaHHBIX).

Hianorose BikHO KepyBanHs 0a30t0 nanux (YmpapieHue 0a30i JaHHbBIX) 3HUKHE 3
expany cuctremu GeneXpert Dx. [Ipomorxits 3 Po3min 5.2.3.2.

5.2.3.2 HaraagyBaHHs lNpoTepmiHyBaHHA apxiBy (l[pocTpoyka apxuBa)

SIKmo apxiB He MPOCTPOUYCHUH, a0 SIKIIO B HaJAIITYBaHHSAX apXiBy MairoHOK 2-79
BCTAHOBJICHO BPY4HY, MamtoHoKk 5-10 He BimoOpakaTuMeThCs, i Bu MoxkeTe mpocTto
nepeiitu no Po3min 5.3.

S0 apxiB IPOTEPMIHOBAHHM, 3’ IBUTHCS MiaJIOTOBE BikHO HaramxyBaHHS TIpo
apxiByBaHHs aHanizy (HamomuHanue 00 apXMBHpOBaHMM aHANW3a) (ITUB.
Mamonok 5-10).

lMocibHuk onepamopa cucmemu GeneXpert Dx 5.9
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IHCTpYKLUIT 3 ekcnnyaTauii

Hanomuranue o6 apxvsMpoBaHni aHaAM308

X

@!‘ ApXMBHPOBaHHE NPOCPOYEHO. BbiNONHUTL apXHBHPOBaHMe cenyac?

[a ][ ter |

MantoHok 5-10. [lianoroBe BikHO HaragyBaHHsA npo apxiByBaHHsA aHani3y
(HanomuHaHune 06 apxMBMpPOBaHUM aHanNu3a)

SIkmo Bu He xouere npoBoauTH apxiByBaHHs, HaTHCHITH Hi (HeT) B niamoroBomy BikHi
HarangyBanus npo apxiByBaHHs aHami3y (HamomuHanue 00 apXWBHpOBaHUH aHATN3a)
(muB. Mamonok 5-10). [IpogopxyiTe MOCIiAOBHICTh 3amycKy 0e3 apxiBariii B Po3min 5.3.

abo

SIkmio Bu xouete mpoBecTH apxiByBaHHs, HATHCHITH TaK ([a) B miamoroBomy BikHi
HaragyBanus nipo apxiByBaHHs aHami3y (HamomuHanue 00 apXWBHpOBaHUH aHATN3a)
(muB. Manronok 5-10), o6 mpoxoBKHUTH MOCIIIOBHICT 3allyCKy apXiBallii. 3’ sIBUThCS
exkpan BuOparn anamniz(-u) ms apxiByBauHs (BeiOpath aHamm3(-bl) IS apXUBUPOBAHIS).
Jus. Mamonok 5-11.

[_] MackupoBarb ID

[Z] Ynanuts BoIGpanHbIe aHanu3bl W3 CIHCKA NOCIe apXMBHPOBAHUA (DEKOMEHAYeTCS BhINOSTHATL @XeMeCAYHO)

Cocro-
D HasBaHue Nara =
ID nauuexTa obpazua Monyna MNMons3oBarens Pesynbsrar Tecr Craryc nm:e aanycka ]
(] _H112874895762R SD142231 7A1 Detail User OWWBKA Xpert BCR-ABL Monitor IS »npepeano Ownbka |04/19/19 14:47:06 :_
[0 |H112874895762R |SD142231 A1 Detail User  |OTPWLIATENBH... Xpert CDIFFICILE rotoso  |OK 04/19/19 14:44:33 :é
[0 |H351890382682T |HG656788 K3 Detail User |HIV-1 DETECTE... HIV-1 Quant IUO CE loros0  |OK 04/08/19 15:47:13 é
[T |negative control negative control K4 Detail User HIV-1 NOT DET... HIV-1 QuantIUO CE rotoBO OK 04/08/19 15:45:43 g
[ |H351890386682R |FT343558 |k2 Detail User HIV-1 DETECTE... HIV-1 Quant IUO CE rotogo  |OK (04108119 15:42:27 /Z
[0 |H351890382682T |HG656788 |a2 Administration ... HIV-1 DETECTE... HIV-1 Quant IUO CE Fotoso  |OK 04/08/19 14:57:16 g
[ 0386682R FT343557 A3 Administration ... HIV-1 DETECTE... HIV-1 Quant IUO CE Fotoso  |OK 04/08/19 14:55:27 ?
[ 4)f351890377714R | HA245614 A1 Detail User | ERROR Xpert CDIFFICILE Fotoso  |Owwbka |03/29/119 15:56:42 [
H351890377714R | HA245621 A1 Detail User ~ NORESULT  Xpert CDIFFICILE lotoBo  Oww6ka3..03/29/19 15:56:42
[0 |H351875882682R |TT555698 B3 BasicUser  |ERROR HIV-1QuantlUOCE  [Mpepeato |Oumbka  (03/16/19 14:57:38
[ |H351890382682R ' TG478589 B2 Administration .. HIV-1 NOT DET... [HIV-1 QuantIUO CE roroso  |OK 0316119 14:52:39
[0 |H351890345682R |CR538763 B4 Administration ... MTB NOT DETE... Xpert MTB-RIFUSIVD  |Foroeo  |OK 03/16/19 13:39:27
[J |H39590382682R  KW630987 ,83 Administration ... MRSA NEGATIV... Xpert SANasal Complet... Fotoeo OK 03/16/19 13:38:00
[J |H351873382682R |GH487365 A3 Administration ... MRSA NEGATIV... Xpert SANasal Complet... Fotoeo OK 03/16/19 13:36:08
[ |H351898782682R |SR543267 A2 Administration ... MRSA POSITIVE... Xpert SA Nasal Complet... [CoToBO OK 03/16/19 13:34:19| %
Beibpate OTMEeHHUTB BbIOOp Beibparb OTMeHHTB BbIOOD Bbibpars HOBBbI
Bce Bcex Beipenennoe Beigenensoro apxue
| ok || omewm |
MantoHok 5-11. EkpaH Bubpatu aHanis(-u) ana apxiByBaHHA
(BbibpaTb aHanu3(-bl) ons apxuBupoBaHUA)
Jns apxiByBaHHs aHanizy BuKoHaiTe Bin Kpok 2 mo Kpok 7 mpouenypu B Po3min 5.17.1,
ApxiByBanHs aHarni3iB. Koiu Bu 3aBepiimTe apxiByBaHHsI, IPOAOBXKITE poOOTY 3
Posmin 5.3.
5-10 lMoci6bHuk onepamopa cucmemu GeneXpert Dx

303-1548-UK, Pen.A 2023-07



IHCTpyKUIT 3 ekcnnyaTauii

5.2.4 Bxig B cuctemy i3 3anyckom nporpamMmHoro 3abesnevyeHHs

SIKImo B cucTeMy BBIHMIIOB IHIIMH KOPUCTYBay, HE MOTPIOHO BUXOIUTH 3 OOJIIKOBOTO
3amcy 1HIIOr0 KOPHCTYyBaya mepe] BXoJoM B cuctemy. 11{o6 yBiiiTH B cucteMy
MPOrpaMHOro 3a0e3MeueHHs i Yac poOOTH MPOTrPaMHOTO 3a0€3ICUCHHS: B MEHIO
KopuctyBau (Monb3oBatenb) narucuith YBiTU B cuctemy (Boitu B cuctemy).

JwuB. Manronox 5-12.

Beenite Bamy indopmariito B gianorose BikHO Bxin y cuctemy (Bxon B cucremy) (quB.
MaumoHok 5-6). Bu BBiliziere B cucteMy, a iHIIMH KOPHCTYBay Oy/ie aBTOMaTHIHO
BUBEIECHUHN 13 CUCTEMHU.

Axwo Bu 3abynu cein naponk i Bac 6yno 3abnokoeaHo, Bu MmoxeTe 3BepHyTUCS 0 CBOrO
agMiHicTpaTopa Ta nogaTy 3anuT Ha ckuaaHHS napons. 3axucHa yHKUis 6rnokyBaHHS TMMYaCcoBO

Mpumitka BigiMkHe Bac Big cuctemn Ha neBHWI Yac (Big 15 fo 60 XBMNKH, 3anexHO Bi4 HanalwTyBaHb
agMiHicTpaTopa). 3anuT Ha cKuaaHHSA napons Bi4 agMiHicTpaTopa MoXe CKOPOTUTU TpusanicTb
Yacy Bawworo 6nokyBaHHs.

V4

r 2
n GeneXpert® wstem | == li&
Mons3oBarens | Yn We NaHHbIMK OTyeTbl HacTpoikw OGcCnyxueawwe O nporpamme Nonb3oBarens Detail User
Wus y4eTHO#H 3anKcH d S ~-D < £ ;],"’-
CuenuTe napons €) ® /\: ye, N
3aBepuwHTL Ceaxc ® \f\ J
Bolimh poBep 0 0 POCMOTP P Onpe 06
Mogynu : AHAnNW30B C MOMEHTa 3anycka
Hazganme D Xon 0craam;ecn D HazBauwe | Monb3o- | Pe3ynb- Toer | Crarve c::::' Nara
Tecr BbINON- Craryc i obpasua wmop. Barenb Tar Y 3anycka
Moayns obpasua e

A | [AocTynHo
e | AoctynHo

A3 | [LoctynHo

Al DoctynHo

-~y

MantoHok 5-12. MeHto KopuctyBau (Bxia B cuctemy) (Mento NMonb3oBatens (Bxoa B cuctemy))

lMocibHuk onepamopa cucmemu GeneXpert Dx
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IHCTpYKLUIT 3 ekcnnyaTauii

5.2.5 Bwuxia i3 cucremmn

Jlyis BUXOy 3 CUCTEMH MpOorpaMHoro 3ade3neueHHs: y BikHi cuctemu GeneXpert Dx B
menro KopuctyBay (Monb3oBatens) narucuits Buxig i3 cuctemu (Bbixoa U3 cuctembl).
JuB. Mamtonok 5-13.

n GeneXpert® Dx em ‘ == &
Monk3oBarens anann_e;e nauuuu; oryers! Hac_rpoi;m o6cnyxueaiue O nporpauue_ Monszogarent Detail User
WMA y4eTHOH 3anHCH e — >~-O

CmMeHuTe naponsb @ ‘6 i' ) [\\ é W |
3aBepuMTL CeaHc \’ J @‘—(‘ v (©) { ~'|

BoIHTH MpoeepuTs CTatyc OCTaHOBHTb aHaNK3 MpocnoTp pea. OnpefenuTs TecTbl

0bcnyxuBanune

Mogaynu : AHanu30B C MOMEHTa 3anycka
Ocrasweecs Cocro-
Xon D Hazsauwe | Monb3o- | Pesynb- Nara
Hazeanue D Bpema Tect | Craryc| snwe
NoaynA Tecr 5 B"I:;I"I'::— Craryc obpasua MoAl. Barenb Tar o 3anycka
A1 LocrynHo
A2 [OocTtynHo
A3 [LoctynHo
Ad [LocrynHo

A

MantoHok 5-13. MeHto KopucTtyBau (Buxig i3 cuctemun) (MeHro Nonb3oBaTtenb (Bbixoa s cutemsol))

V cucremuomy Bikai GeneXpert Dx 3’siBisieThesi moBioMiieHHs: BUxig kopuctyBaya 3
cuctemu (Bbixoa nonb3oBaTens M3 cMCTeMbl). Bu OBUHHI BHMTH 3 CHCTEMH, SKIIO Bu
He Oy/eTe KOpUCTYBATHCS CHUCTEMOIO TIPOTATOM TPUBAJIOTO Mepiofny yacy. Buxin i3

cUcTeMH 3a00pOHSE TIPOTpaMi 3aITUCyBaTH MisIBHICTD 1HIINX KOPHCTYBaviB y Bamomy
00JIIKOBOMY 3aITHCi.

MpumiTka Akwo Bu BuigeTte 3 cuctemu nig yac aHanisy, cucteMa 3aBepLUnTb aHani3 Ta 36epexe pesynsraTu.

5.12 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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IHCTpyKUIT 3 ekcnnyaTauii

5.2.6 3miHa Baworo naponto

3 meTo NiATPUMAHHA cucTeMU 6e3neKn KopucTyBadi NOBMHHI 3MiHIOBaTU CBOI Naposi KOXHi

Baxnuso 90 d (g).
MpumiTtka BigaaneHum KopucTyBayam He NporoHyBaTUMYThb 3MIHUTY Naporsib.
Cepheid pexomMeHye KOpHCTyBadaM 3MIHIOBAaTH ixHI mapoii KokHi 90 d (x), 1100
3aXHCTUTU CBOIO ocobucTicTh B cucteMi GeneXpert Dx. ¥V Bamomy 3aknani MoXyTb
ICHyBaTH JOXAaTKOBI BUMOTH IIOJ0 3MiHM mapoiiB. JloTpumyliTech paBmi Barmoi
YCTaHOBU CTOCOBHO mapodiB. [1[00 3minuTy Bam nmaposnb nporpaMHOTo 3a0e3neUeHHS
GeneXpert Dx:
1.V Bikni cucremu GeneXpert Dx B mento KopucTtyBau (lonb3oBaTenb) HaTUCHITS
3miHuTH naponb (M3MeHuTb naponsk). Jlus. Mamonok 5-14. BimoOpaxaeThcs
nianorose BikHO 3MiHUTH NTapoib (U3MeHuTh napois) (auB. Mamonok 5-15).
(n GeneXpert® Dx m ‘ = =] &‘
MNonk3oearent Vnpaa;le( aHHbIMK  OTyeTwl Hactpoliku OGCnyxueanwe O nporpamme Nons3oearens Detail User
A y4eTHO#M 3anncu = S ~-® =
CeHHTe napont ‘ ) 1@ f\\ é |
3as;ep||m ceaHc < ® \J\ J
BbliTH DOBEPHTH CTa OCTaHOBHTb aHa POCMOTP pe OnpefenwTs TeCTs 06
Mogynu : AHanM30B C MOMEHTa 3anycka
Ocrasweecs Cocro-
Xopn D Hazeanue | Monb3o- | Pesynb- Dara
H::;::::e Tect 6 1D n:e:z:- Craryc Lhi] : obpasua Moa. Barenb Tar Tecr | Cratyc o:'::éiu 3anycka
aHanusa
Al [octynHo
. 2 | HoctynHo
A3 [octynHo
A4 [octynHo

aw

MantoHok 5-14. MeHro KopuctyBay (3miHnTu napons) (MeHto MNonb3oBatens (M3meHnTb Nnaponb))
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5.3

Cmenute naponb I&I

v
? TeKyumit napons esseee |

HoBbIl naponb esseee |

MoATeepauTe HOBLIH Napone |*seess| J

ok || omennms |

MantoHok 5-15. [lianoroBe BikHO 3MiHUTK naponb (M3MeHNUTb Naponb)
2.V Bikui MoTto4Hui napons (Tekywuin napons) BeeaiTh Baiil moTouHM#H Mapossb.

3. 'V Biknax Hoeui naponsb (HoBbiit naponb) ta MigTBepAUTM HOBWIA Naponb
(MoaTBEpANTL HOBBLINM NapoOnb) BBeAITH Balil HOBHIA Taposib (TOBHHEH MICTUTH Bix 6
10 10 cuMBOiB).

4. Harucuits OK, 1106 36epertu 3MiHu.

5. 3’SBUTHCSA IialOroBE BiKHO, sIKE BKa3ye Ha yCHimiHy 3MiHy mapoo. Hatucuits OK,
100 3aKPHUTHU J1aJI0OTOBE BIKHO.

SIKII10 apoJib HE BiIOBIIA€ MiHIMAIbHIUM BUMOTaM, 3’ SIBUThCS J1aJIOTOBE BIKHO 13
3a3HaueHHsIM BUMOT. HarucHits OK, 1106 moBepHyTHCS 10 IiatoroBOro BikHa
3minuTy naposb (M3MEeHHUTD MTapoiib) Ta 3aKPHITE MiaJIoTOBE BIKHO.

BuKkopucTtaHHA CUCTEMHOIO BiKHa

Konu Bu 3amyctute nporpamue 3adesnedenns GeneXpert DX, 3’IBUThCS BIKHO CUCTEMU
GeneXpert Dx. MamtoHok 5-16 mokasye nmpukinan BikaHa cuctemu GeneXpert Dx.

3asiexHO BiJl HasBHUX y Bac 103BoiiB, BikHO B MajroHOK 5-16 Moxke Jerio
BigpizasTucs. 1106 oTpumaru iHpopMartito po Bamr mpodins koprucTyBada Ta T03BOJH,
3BepHIThCH A0 Bamoro amminicTparopa cucremu GeneXpert Dx.

Micnsa naruckanus Mepesiputu cratyc (Mpoeeputb cTtatyc), Mepernsag pesynbTartie
(MpocmoTp pesynbTatoB), BusHauuty aHaniav (Onpeaennts aHanu3bl) ado
O6cnyroByBaHHA (O6cnyxMBaHWe) Ha TTaHe i MEHIO 3MIHIOETBCS 3MICT BiKHA Ta

3 BNISAETHCS HOBE MEHIO Ha maHesi MeHto. Hanpuknan, skiuo Bu natucuere MNepernag
pesynbrartiB (lMpocmoTp pesynbTatoB), BikHo Iepermsan pesynsraris (IIpocMotp
PE3yNBTaToOB) BiJOOPa3UTh 3MICT MOTOYHOTO BikHA. Kpim Toro, MeHto [lepersz
pesynbTariB (IIpocMoTp pe3ynbTraToB) 3’ IBUTHCS Ha MaHei MeHI0, 00 Bu manm
MOXITHBICTE qoCTymy 10 ¢yHKIi#i [Tepersin pesyasratie (IIpocMoTp pe3ynsTaToB)

3 MEHIO.

5-14
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ﬂ GeneXpert® Dx System
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ynp aHHEIMK
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Cozpate aHanuz MpoeepTs

Mogynu AHANW20B C MOMEHTA 2anycka

OT4eTel HacTpoitkw OOGCnymeaHue O nporpamme Nonszoearent Detail Usel

cTatyc OCTaHOBHTL aHanus 0 el i ObCcnyueaHue

Hazsanne
Moaynsa

D
obpazua

Xog Ocrasmeeca Haseaune | Monb3o- Pesyne-

BeINOM- 5L : mog. EaTenk Tar I LIS
- BbIMOMHEHHA | OWHOKK

aHanua

[JoctynHo
[JoctynHo
[JoctynHo
JocTynHo

MantoHok 5-16. CucrtemHe BikHo GeneXpert Dx

5.4 TllepeBipKa cnUCKY BU3Ha4YeHb AOCTYNHUX aHani3iB

[Tepen 3amyckoM MiarHOCTHYHOTO aHATI3Y in Vvitro, IEpeBipTe, YA BU3HAYCHHS aHAi3y,
sske By xoueTe BUKOPHCTOBYBATH, BXKE 3aBAaHTAXKEHO B IIpOrpamMHe 3a0e3neucHHs. J[is
IIEOTO TTOTPiOHO:

1.

V BikHi cucremu GeneXpert Dx HatucHiTe BU3HauuTH aHanisu (Onpeaenutb
aHanu3bl). 3’sBUThCs BikHO BusHauntn anamizu (OnpenennTs aHaIH36)
(muB. MamoHok 5-17).

V crucky AHanis (AHanu3) (y BikHi JiBOpyY), IEpeBipTe, UM HassBHE BU3HAYEHHS
aHami3y, skuit Bu xoueTe npoBecTu. KapTpupki He MpaIfoBaTUMYTh 3 BEPCIEI0
aHai3y, s’ka He BiAMOBiIae iHpopMaIrii mpo MTPUX-KOa KapTpupka. BrieBHITHCS, 1110
Bu KopuCTy€eTeCs OCTAaHHBOKO BEpCieio Gaiiny BU3HAUCHHS aHAII3Y.

S0 aHani3 BiACYTHIN y CITUCKY, IMIIOPTYHTE (haiin BU3HAUYCHHS aHami3y. [luB.
Pozmin 2.16.1.3, IMnoptyBanHs BU3Ha4eHb aHalizy 3 DVD. Bu noBuHHI MaTH 103Bi1
IMITOpTYBaTH BU3HAYCHHS aHaizy. Skmo y Bac HeMae Takoro 103BoIy, 3B’ SHKITHCS 3
anMminicTpatopom cuctemu GeneXpert Dx.

lMocibHuk onepamopa cucmemu GeneXpert Dx 5.15
303-1548-UK, Peg.A 2023-07



IHCTpYKLUIT 3 ekcnnyaTauii

CnucokK AOCTYNHUX aHanisiB

/

n GeneXpert® Dx System

|}:z =] &‘

faHHbiMM  Opfetnl Hactpolikw O6CnyxuBaHWe OnpefenwTbTecTsl O nporpamme Monk3ogarent Detail Use
i =
2] I
AN

Co3pars aHanus MNr.oeeputs cratyc OCTaHOBHTL aHaNM3 Mpocwmorp pes. OnpegenuTs TecTbl On 1 Obcnyxueanue

Ha3ssanue Tecta

Xpert MRSA_SA Nasal

Bepcua 1

HIV-1 Quant IVOTE 1 -

Xpert GBS 3 Tun recta [uaznocmuka in vitro

Xpert Flu A Panel 3

Xpert EV Assay 3 Orkas or For In Vitro Diagnostics Use Only.
Xpert MRSA_SA Nasal 1 OTBETCTBEHHOCTH 3a

Tecr Gea 3aronoeka npHUMeHeHne TecTa

. Xpert CDIFFICILE 3

DEMO_MELT1_1

Nara nocnen. H3MeH. 12/04/20 17:21:40

THN KapTpHaKa Kamepbt
HassaHue

2-Reagent2
S-Sample
1-Reagent 1

’.7 Ynanurb Mepemec. HaBepx l Naprua H Wunopt-T6 ]

MantoHok 5-17. Cuctema GeneXpert Dx - BikHo BusHauntu aHanisu (Onpegenutb aHanusbl)

5.5 BuKopucTaHHA CKaHepa WTpUX-Koais

BrikopucTaHHS py4HOro ckaHepa € 0QHaKoBWUM A5 BCiX onepauii CKaHyBaHHS, Takux siK
MpumiTka ckaHyBaHHs |D nauieHTa, ID 3paska Ta WTPUX-KoAY KapTpuaKa, Xo4a B LibOMY pO3Aini onncyeTbes
CKaHyBaHHS LWITpUX-kogy KapTpumoxa. Ave. ManoHok 5-18.

1106 BimckaHyBaTH MTPHUX-KOI KapTPHIKA, JOTPUMYHTECH IHCTPYKITH y IbOMY PO3Iiii.

1. Biackanyiite mMTpHUX-KOA, TPUMAIOUH CKaHEp Ha BiACTaHi mMpuOIM3HO 20-25 cm (cMm)
IITPUX-KOJY, BUPIBHSBIIY JIa3ep CKaHEepa Ha 300paKeHHI MTPUX-KOTY.
Mauronox 5-18 mokasye ckaHyBaHHS IITPUX-KOAY KapTpUIKa.

2. [igiOpaBum npaBWILHUHA KyT, HATUCHITH KHOTIKY KOHTPOJIO Ha CKaHepi.
[Tpo3ByuuThH 3BYKOBHI CUTHAI.
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AKLLO WITPMX-KOQ Ha KapTpuaxki MOLLKOAKEHMN abo 3aTepTuin i Noro HEMOXIMBO BiACKaHyBaTH,
NpOnycCTiTb KAPTPUOXK i, NPY HEOBXIOHOCTI, 3B’AXKITECA 3 TEXHIYHO NiaTpuMkoto Cepheid onsa 3amiHu
KapTpuoKa. AKLO CKaHep LTPUX-KoQY NOLUKOMKEHWI, BTpaYeHun abo HenpaBuiibHO
HanalwToBaHWIi, 3BEPHITbCA 00 TEXHIYHOI nigTpumkm Cepheid.

MpumiTka

CkaHep

MantoHoK 5-18. CkaHyBaHHA WITPUX-KOAY KapTpuaxa

5.6 CTtBOpeHHSs aHanisy

YBara . N _— -
IHdopmauin, sky Bu HapaeTe B gianoroBomy BikHi CTBopuTHK aHani3 (Co3gaTtb aHanms),

aBTOMaTM4HO 36epiraeTbcs Npu 3anycky aHanisy. Akwo Bu 3akpueTte gianoroBe BikHO
CtBopuTK aHani3 (Co3parb aHanus), NepL Hixk novyaTu aHani3, Bcs iHpopMmauia 6yae BTpaveHa.

[ns aHiMKiB ekpaHa, nokasaHnx y usomy noci6Huky, none ID naujieHTa (ID nauueHTa), a Takox nons
ID-2 naujieHTa (ID-2 naumeHTa) ta IM’a nauienTa (MMs naumeHTa) sinobpaxaTumyThes Ak
aktueosaHi. Mons ID nauieHTa (ID naumenTa), ID-2 nauieHTa (ID-2 naumeHTa) ta IM’a nauieHTa
(Umsa naumeHTa) € HeOBOB A3KOBMMU | MOXKYTb 3aULLIATMCS MYCTUMM, SKLLO BOHW HEMOTPIBHI. AKLLO
i NnapamMeTpun He aKTMBOBaHi B eKkpaHi HanallTyBaHb CUCTEMU, BOHU He BigobpaxaTtumyTecs. Kpim
Toro, [lemorpachiyHi AaHi nauieHTa (emorpaduyeckne gaHHbIe NALMEHTA) BinobpaxaTumMyTses,

N1LLe SKLLO Lie fo3BoMeHo aamiHictpatopom cuctemn GeneXpert Dx (avB. Po3ain 2.14, KoHdirypauis
cuctemm).

MpumiTka

CkaHyBaHH4 |ID nauieHTa, ID 3paska Ta eTMKETKM KapTpua)a 3MeHLUYE iMOBIPHICTb MOMUITKU Mpn
Habopi Ta gonomarae 3abe3neuntn HanexHe 3'egHaHHA 1D naujieHTa, 1D 3paska Ta pesynesrarTis.
Akwo napameTpu ckaHyBaHHS LTPUX-KOAIB He BBIMKHEHO, iHdhopmauia npo ID nauieHTa, ID 3paska
Ta aHanisy Moxe HagaBaTUCs BPYYHY.

Ons ID 3pa3ka, ID nauieHTa, ID-2 nauieHTa, iMmeHi, npi3Buwa, iHWoOro TNy 3paska abo
Baxnueo NPUMITKU He MOXYTh BUKOPUCTOBYBAaTUCS HaBeAeHi Hkye cumeonun: | @ M ~\ & /:*? " <

>’$%1;()-
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[Tix yac cTBOpeHHs aHaJi3y CTBOPIOETHCS 3aIUC TIPO Te, SIK 00pOOIISEThCS 3pa3oK. 3amuc
Birodace ID nauienTa (ID nauuerTa), ID 3pa3ska (ID o6pasua), inhopmartito mpo KapTPHIK
Ta aHaui3, ID anamizaropa Ta Tun aHanizy. OKpiM TOTO, BiH MICTHTh iH(pOPMAIiO TIPO
ID-2 nauieHTa (ID-2 naumnenTa), im’s, npiseuwe (MUms, dpamunus) ta JemorpacivHi aaHi
nadieHra (Jemorpachmyeckme gaHHble NaLMEHTa), SKIIO 1€ BBIMKHEHO (BiaMiueHO) y
HAJIAIITYBAHHIX CHCTEMH.

Mpumitka JemorpadivHi AaHi nauieHTa He MOXHa pegaryBaTty Nicnsi BBEAEHHS AaHWX.
Ha expaHax, HaBegeHux y usomy npuknagi, ID-2 nauieHTa (ID-2 naumeHTa), im’'a, npizsuiie (Ums,
MpnmiTka ¢amunus) ra lemorpacpivni paHi nauieHta (demorpacdnyeckue gaHHbIe NnauueHTa)
aKTMBOBaHI. AKLLO Aeski 3 UMX NapameTpiB He aKTUBOBaHI, ekpaHu OyayTb Bigpi3HATMCS 3a
30BHILLHIM BUrMSO0M.
JlJis CTBOpEHHS aHai3Yy:
1.V Bikni cucremu GeneXpert Dx HarucHiTe CTBOPUTH aHani3 (Co3patb aHanu3) Ha
naHesi MeHro. 3’ IBUThCA Aiajorose BikHo CkaHnyBaTh mtpux-kof ID marienTa
(Cxanmposars mtpux-kox 1D manuenTa). Jlus. Mamtonok 5-19.
2.  Binckanyiire mtpux-kox ID namieHTa, BAKOPUCTOBYIOUYH CKaHEP IITPUX-KOMIB, IO
noxaetwest. Jlus. Po3min 5.5. 3’ saButhes mianorose BikHO CkaHyBaTH mTpux-kox ID
3pa3ka (Cxanuposars mrpux-koxa ID obpaszua). Jlus. Mamtonok 5-20.
Jlist BBeZeHHsI IITpHX-Kkoay 1D naiieHTa BpydHy HaTHCHITH KHOTIKY Py4yHe BBeA€HHA
(PyuHoit BBOA). Binobpasutscs aiamorose BikHO Pyune BBeIeHs mTpux-koay 1D
narierra (Pyunoit BBog mrpux-kona ID marnuenra). Beenits mrpux-xox 1D
namnienta y nose Wrpux-kog ID nauieHTa (LTpux-koa ID naumnenTa) i Harucuits OK.
5.18 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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Damunna | s | i

[aTbl POKACHHA | T/MM/AA B T04TOBbIA HHAEKC
Mon |<Her> v [ v‘

Cxanuposats wrpux-koa ID nauvenTa

HazsaHue

Buibpatb TecT | <Her> OTCKaHupyiTe WTpHX-KoA ID naunenra.

Bbibparb moayns
D

Tun ananusa

Tun obpasua

Mpuueyanus

Havars ananus I CKaHWpOBaTh WTPHX-KO KapTpuaXKa I | OTMeHnT |

/|

MantoHok 5-19. BikHo CTBopuTM aHani3 (Co3paTb aHanu3) Ta gianorose BikHO CkaHyBaTW LWITPUX-KoA
ID nauieHTa (CkaHupoBaTb wTpux-koa ID naumeHTa)

ID naunenta |H1 12874895762R [ |
D [ |

ID 2 naumenta | |
l Oamunus | | s [I{¥
AaTbl POXACHUA | /MM/AL E Mo4TOBbIN HHAEKC

Mon | <Her> - ~#—[ —
) S

G p wmux-koA ID obpasua

Hassauune

Bulbpatbtect | <Her> || orcxaumpyiire wrpnx-koa ID o6pasua.
BbiGpaTh MOAYNb 4
\ Py4HoM BBOA I | OTMEeHHTL

1D naprum p |
Tun ananuza | Obpasey

Tun obpasua

Mpumeyanus

1aTh aHanu3 [ CKaHWPOBAThL WTPHX-KOA KapTpHXa | [ OTMEHHTL |

S p,

MantoHok 5-20. BikHo CTBopuTK aHani3 (Co3paTb aHanu3) Ta gianorose BikHO CkaHyBaTW LWITPUX-KoA
ID 3pa3ka (CkaHupoBaTtb wTpux-kog ID o6pa3ua)
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Binckanyiite mrpux-kon ID 3pa3ka, BAKOPUCTOBYIOUH CKaHEP IITPUX-KOJIB, 10
nonaetwest. JJus. Po3min 5.5. 3’ saButhes mianorose BikHO CKaHYBaTH IITPUX-KOI
kapTpumka (CkaHHpOBATh IITPHUX-KOI KapTpumxka). Jus. Mamonok 5-21.

Jlist BBeneHHs mrpux-kony ID 3pa3ka BpydHY, HAaTUCHITh KHONKY Py4YHe BBeAEeHHS
(PyuHoii BBOA). BimoOpasutscs aianorose BikHO PydHe BBeIeHHS mITpUX-Koay 1D
3paska (PyuHoit BBox mtpux-kona ID oOpasna). Beeaite mrpux-kox ID 3paszka y
mosze Wrpux-koa ID 3paska (WTpux-kog ID ob6pasua) i marucuits OK.

D [H112874895762R |

ID obpasya |SD142231 |

D2 [

| I s I

Aarbl pOXASHWA | /MM/OL D MoYTOBbIN HHAEKC
flon |<Her> - e -
Vn Ckanunp WTPHX-KOA KapTP @ l

Hassauue

Buibparb tect | <Her> -
1| OTcKkaHupy#Te WIPHX-KOA KapTpuaXa.
Bbibparts moaynb -

Tun obpasua

ID napTumn ‘
Tun aHanu3za | O6pasey \ Py4Hoit BBOA | | OTMEHHTb

Mpuneyanua

[ CkaHWpOBaThL WTPHX-KOA KapTpHIKa ] [ OTMEHHTL |

MantoHok 5-21. lianoroBe BikHO CKaHyBaTH WITPUX-KOA KapTpuaxa

(CkaHMpoBaTh WTPUX-KOA4 KapTpuaxa)

BinckanyiiTe mMTPUX-KOI KapTpUaKa, BUKOPUCTOBYIOUHM CKaHEep MTPUX-KOJIB, IO
nonaetnes. Jlus. Po3nin 5.5. 3’ sButhCs nianorose BikHo CtBoputH anamni3 (Co3narhb
aHanm3), K I oka3aHo Ha MaroHoK 5-23. 3BepHITh yBary, 0 IporpaMHe
3a0e3Me4YeHHs aBTOMAaTHYHO 3aI0BHIOE HeoOXiHY iH(opMmaniro y BikHi CTBOpUTH
anami3 (Co3narh aHamu3).

J1ist BBEJICHHS! IITPUX-KOMLYy KapTPUIKa BPYUHY, HATUCHITH KHOTIKY Py4He BBeAeHHA
(PyuHott BBOA). BinoOpasuThest iaoroBe BikHO PydHe BBEICHHS MITPUX-KOLY
kaptpumka (Py4roit BBog mTpux-koaa KapTpumka). Beenites iHpopmaiiro mpo
IITPUX-KOJ KapTpupka (yci Iu(pu, BKIFOYAIOUN CepIiHUI HOMEp KapTpuka (IuB.
Maumonok 5-22)) y nonte Wtpux-kop kapTpuaxa (LUTpux-kop kapTpuaxa) ra
narucHite OK (OK).

5-20
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ID naprii

/ peakTuBiB

azm‘— TepMiH

npugaTHocCTiI

AHanis — g Yoot

WTpux-koay kapTpuaxa
(Yci Homepu, Bknoyartouu ———— P
cepinHU HoMep
KapTpuaxa)

58
13
S8 B
28

©

o8

o
©9

CepinHMN HOMep
KapTpuaxa

MantoHok 5-22. KapTtpuax GeneXpert

MpaBunbHO BBoALTe iHhopMauito npo kapTpuax. Lis iHcdbopmauisa Bigo6paxaTtumerbca y

Baxnuso AR S
Bcix 3BiTax Npo nauieHTiB Ta pe3ynbraTu.
LLlo6 3a6e3neuynTy TOYHICTb pe3ynLTaTiB TecTy, 060B'sI3KOBO BUKOPUCTOBYWTE TOW cCaMUin
Baxnugeo KapTpUaX, sikui 6yB BiACKaHOBaHUM a6o BBeAeHUN BPYyU4HY NPU CTBOPEHHiI TeCTOBOro
po6ouoro npouecy B TecTi (auB. Kpok 4 Buiue). (He 3miHIONTE YM 3amiHONTe KapTpuaxi nicns
CKaHyBaHHSs Ta NOYaTKy iHLIOI NiJroToBKM.)
Baxnueo fAKwo y cnagHoMy MeHIo BifobpaxaeTbCA AeKinbKa aHanisiB, BU6epiTb NOTPiGHMM aHani3.
5. (Heo6oB’s3k0B0) Skmio aktusosano ID-2 nauieHTa (ID-2 naumeHTa), momicTith
Kypcop y nodi. ID-2 nauieHTa (ID-2 naumeHTa) moxkHa abo BijickaHyBaTH, 200 BBECTH B
I10JI€ BPYYHY.
6. (HeoboB’s13xk0B0) Skio aktrBoBaHO IM’A nauieHTa (UM naumeHTa), momictiTh
Kypcop y modi pisBuwe (Pammnua) Ta BBeIiTh Mpi3BHIIE MAIIEHTA, TTOTIM
HOMicCTITh Kypcop y mosie IM’a (AmA) Ta BBeaiTh iM’s nattieHTa (auB. MatoHok 5-23).
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H112874895762R

SD142231

ID 2 naunenta

1234567

Damunus IPatienl LastName 1 I

Mon

Bbibparb Tect
Bobibpars Mmoayne

ID napTuu peaktuea*

Tun aHanusa

Tun obpazua

Mpumeyanun

<Her> ¥ | OTHMYecKas NPHHAANEXHOCTL [ <Her> v |

Hasganune

Wms [|Patient First Name 1

MouToBbIii |

I Xpert-C. difficile G2

A2 b

CpOK rogHOCTH* =0 1. C/H kapTpupxa*

I Obpasey

d

I Opyroe

v

Lpyro# Tvn 06pasuy I |

C WTPHX-KOA KapTpHaKa | | OTMeHHTb |

MantoHok 5-23. [lianorose BikHo CTBOpUTK aHani3 (Co3paTtb aHanu3)
i3 3a3Ha4yeHHAM ID nauieHTa Ta ID 3pa3ka

7.  (HeoboB’s3x0B0) Skio akTrBoBano [lemorpadiuHi AaHi nauieHTa
(Oemorpacdmyeckue AaHHbIE NALMEHTA), BUKOHAITE HaBeIEeHI HIDKYE i, 1100 BBECTH
HeoOX1aH1 JaHi:

A. [lata HapoaxeHHs ([aTa poxgeHus) - HatucHITh CTPiKy CIIagarodoro CIuCcKy y
BikHi [laTa HapoaXeHHA ([laTa poxaeHus), oo BigoOpa3uBCs KaleHap.

Buxkopucrosyroun kHonku <<llonepeanin (<<Mpeabiaywmi) ta HactynHuin>>
(Cnepyowmit>>), IpoKpyTITH KaJeHap, 00 BiT0Opa3uBCs BiAMOBIIHMIA
piK i Micsite. OGepiTh 1aTy HapoKeHHs narieHTa i HatucHiTh OK

(muB. MaimoHoK 5-24).

5-22
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ID naynenTa |H1 12874895762R

D [sD142231

ID 2 naumenta |1234567

Damunua IPatient LastName 1 Wua [Patient FirstName 1
Aatbl POXAGHWA | /MM/A r Mo4TOBLIN HHAEKC
Mon |<Her> LT 200 ES vl

B aamo poxaenua

2015 v | <<npensiayumi
29 30 1
6 7 8
13 14 15
21
28

Dexabps | Cneayioumii>>

Beibpars Tect

BuIbparTb Moaynb

Tun obpa3ua
Mpumeyanua

I Havarb aHanu3 I | CKaHNpOBaTL WTPHX-KOA KapTpuaxKa | | OTMEHHTL |

MantoHok 5-24. [lianoroBe BikHO CTBopuTK aHani3 (Co3aatb aHanus)
i3 306paxeHHAM noniB ID nauieHTa Ta ID 3pa3ka
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IHCTpYKLUIT 3 ekcnnyaTauii

B. HauioHanbHicTb (HauuoHanbHOCTL) - HaTHCHITE CTPIIKY CHaarouoro
criucky y Bikai HauioHanbHicTb (HaunoHanbHOCTb) i BOEpiTh BiAOBIIHY

HAI[IOHAJIBHICTD y CHAJar0doMy MEHIO (IuB. MatoHOK 5-25).

ID naumenTa |H112874895762R |

D [sD142231 |
ID 2 naumenta |1234567 |
Damunua |Patient LastName 1 | Wma |Patient First Name 1
||  AaTel pOXOEHHA |1969/04/15 E] MouTOBLINH HHAEKC
||
| Mon |<Her> v | OTHMYecKas NPUHAANeXHOCTL | <Her>
| H o <Her>
I Herp paca unu acdp
Beibpars Tect | Xpert-C. difficile G2 Inamnoauepuxaneu
A KHH wnuy AnAcku
Bbibpats Moayns | A2 b A3narckan paca, ypoxeHel lagai WNK APYrHX THXOOKEAHCKHX OC
ID napTuu peakTuea* Cpok ronHoCTH* \': 0|
Heu3BecTHo

Tun ananusa | Obpasey » ‘

Twun obpasua | pyroe v ‘ [pyroii Tan |

Mpumeyanus
\
||
|
\ I Hayarb aHanus | [ CKaHMpOBaTh WTPHX-KO/, KapTpHXa | | OTMeHNT |
(|

MantoHok 5-25. [lianorose BikHOo CTBOpUTK aHani3 (Co3aaTtb aHanu3)
i3 306paxeHHAM nossi HawioHaNbLHOCTI

5-24
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IHcTpyKUii 3 ekcnnyaTauii

C. Crarb (Mon) - HatucHits cTpinky cragarwodoro crnucky y Bikai Ctath (Mon) i
BHOEPITh BIAMOBIHY CTaTh y CHAal0dOMy MEHIO, SIKE 3’ SIBUTHCS (JIUB.
Mamtonok 5-26).

D [H112874895762R |

ID obpasua |SD142231 |
D2 [1234567 |

®amunusa |Patient Last Name 1 | Wms |Patient First Name 1 |

[aTbl POXACHUA [1959/04/15 D TMOYTOBbINH MHAEKC

>

Mon |<Her> i DTHHYECKan NPUHAANEeXHOCTL [ benasn paca v I

<Her>
My>XCKOH
BbibpaTh Tect [KeHckuit 2 v|
roe

Bepcua

Bobibpars Mmoayns
ID napTuu peaktuea* Cpok rogHoCcTH* C/H kapTpuaxa*

Tun ananusa I Obpasey v I

Tun obpazua I Opyroe - | Lpyro# Tvn o6pasua J

Mpuneyanun

| Havatb | | C WTPHX-KOZ KapTpuaXa | | OTmMeHnT |

€ 4

MantoHok 5-26. [lianorose BikHo CTBopuTU aHani3 (Co3aatb aHanus) i3 306paxeHHAM nons crarTi

D. MowtoBui iHaekc (MoYTOBLIN MHAEKC) - BBemiTh momITOBMIA iHAEKC (TT0NTE
MOXKHa 3ayMuTy yctuM). [Iporpamue 3abe3neuenns GeneXpert Dx He
repeBipsie momToBui iHaeke. Y Cromydennx [llTatax AMepuKH MOIITOBUI
1HICKC HA3UBAETHCS MOMITOBUM KOJIOM.

8. (HeoboB’s3x0B0) VY crcky Bubpatu mogynb (BblbpaTb MOAynb) BHOEpITh HAABHMIA
MoAynb aHanizatopa. [Iporpamue 3abe3neueHHs 3a 3aMOBUYBaHHSIM BigoOpakae
MOJIYJTb, SIKHH BUKOPHCTOBYBABCSl BOCTAHHE.

MosxHa oOparH JuIe MOIY/i 3 TPaBMIIFHIMHE HAJIAIITYBaHHSIMH, sIKi 3apa3 He
3aJlisHI Y IPOBE/ICHHI 1HIIOTO aHami3y. Bu MoxkeTe 3MiHUTH 00paHUil MOITYIIb,
HATHUCHYBIIU Y CMAJaI090My MEHIO.

9. Bubepits Tun aHanisy (Tun aHanusa) (3pa3ok (O6pa3seu) aGo 30BHIlWHIN KOHTPONb
(BHewWwHWIA KOHTPONb)).

10.  BseniTh Oynp-sKy nonatkoBy iHpopMarito y BikHi [pumitkm (Mpumeyanus).

CkaHep wTtpux-kogis Cepheid npngatHuii gns BukopuctaHHa 3 Codabar, kogom 39, kogom 128a,

Mpumirka kogom 128b, kogom 128c abo nodyeproBMMm WITPUX-KO4aMu 3 2-5 cumBonamu.

lMocibHuk onepamopa cucmemu GeneXpert Dx 5.25
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IHCTpYKLUIT 3 ekcnnyaTauii

YBara

YBara

MpumiTka

5.7

Ina knieHTiB, sIKi NNaHyOTb BUKOPUCTOBYBaTU YeproBaHi WTpUx-koau 3 2-5 cumBonamu,
3BEPHiTb YBary, Wo 3aBAsAKU KOHCTPYKLIi 3 YepryBaHHAM 2-5 CUMBOSIB, NiHisi CKaHyBaHHSA, sika
OXONJIHOE NLLE YAaCTUHY Koay, MOXe iHTepnpeTyBaTu Ik NOBHE CKaHYBaHHSA, WO AA€ MEHLUe
AaHuX, HiX 3akogoBaHi y wrpux-koai. LLlo6 3ano6irtn ubomy, BUAINITE KOHKPETHI AOBXKUHU
(4epryBaHHs 2-5 cumBoniB - 04Ha AUCKPeTHa AO0BXMWHA) ANA nporpam 3 YepryBaHHAM 2-5
cumBoniB. LLlo6 oTpumaTtn gonomory, 3atenedoHyinTe A0 TeXHiYHOI niagTpumku Cepheid.
KoHTakTHy iHbopmauito auB. y po3aini TexHiyHa niaTpumka y Nepeamosa.

MNMepekoHanTecs, wo Bu BiackaHyBanu a6o BBenu npaBunbHi ID 3pa3ka, ID nauieHTa a6o ID-2
nauieHTa. ID 3pa3ka, ID nauieHTa abo ID-2 nauieHTa 3B’AA3aHi i3 pe3ynbratamu aHanisy i BOHM
BigobpaxatoTbcea y BikHi «[epernap pesynsraTiB» Ta y BCixX 3BiTax.

Ons ID 3pa3ka, ID nauieHTa a6o ID-2 nauieHTa He MOXYTb BUKOPUCTOBYBaTUCA HACTYMHi
cumBonu: | @ A ~\&/:*?"<>"$%!;()-

Akwo Bu xoueTe 3amacKkyBaTtu pesynsraTti NeBHUX aHanisiB MikpoopraHiamy, BUkoHanTte fii,
HaBefeHi B Po3ain 5.7. Akwo mackyBaHHsi He NoTpibHe, nepenaite Ao Po3ain 5.8.

HanawTtyBaTn mackyBaHHA pe3ynbTaTiB TeCcTy

DyHKIisI MAaCKyBaHHS Aa€ 3MOTY KIIIEHTaM «3aMacKyBaTH» (TIPUXOBATH) PEe3YyJIbTaTH
MEBHUX MIKPOOPTaHi3MiB 3 TECTIB, IO MiIATPUMYIOTHCS, 100 BiMOBIiJaTH BUMOTaM
II0/I0 3BITHOCTI PO pe3ynbrard. [lepm Hik po3rmoyary TecT [Tl aHalli3y 3 IMiITPHUMKOIO
MaCKyBaHHsI, HAJAIITYHTE, SIKi pe3ylbTaTH OyIyTh 3aMacKoBaHi. Y IbOMY PO3IiJi
OTIMCAaHO KPOKH, HEOOXi/IHI TSI MacKyBaHHS MEBHUX pe3yJIbTaTiB aHANi3iB
MIKpOOpraHi3my.

[nsa 3miHM abo BMGOpY nepernsiHyTux pesyneraTie y Bac mae 6yTtn obnikosun 3anuc

Mpumitka .
apMiHicTparTopa.
1.  Harucuite BUsHauutu ananisu (Onpegenutb aHanu3bl) y BikHi cuctemu GeneXpert
Dx (muB. MamroHoxk 5-27).
5.26 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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IHCTpyKUIT 3 ekcnnyaTauii

n GeneXpert® Dx System | = = &
Mone: Yn Oryersl  Hactpowku OGcnyxueakue O nporpamme Mone: ation User
-y .
v
ﬁ*li l\ﬂ i""
Co3parts aHanus MpoeepuTs cTaryc OCTaHOBHTbL aHanu3 Mpocmotp pes. Onpe,uenurb TecTsl Onpegenuts rpacuku 06cnyx(usauue
Monynu : AHanU30B C MOMEHTa 3anycka
Ocrasweecs Cocro-
Xop D Hazeauwe | Monb30- | Pe3ynb- Oara
Hassanne D BpemMa Tecr |Craryc| aHwe
uoaynA Tecr 5 s:e:::- Craryc G obpasya Mog. Barens Tar Ot 3anycka
Al JoctynHo
A2 JoctynHo
A3 JoctynHo
Ad JoctynHo
-~
C005lleﬂlﬂl
e e L —

MantoHok 5-27. GeneXpert Dx BikHo cuctemm
3’SIBUTKCS €KpaH BU3HAYCHHS aHaIi3iB (auB. MamoHok 5-28).

2. 'V chucKy aHami3iB, SIKUH MOKa3aHo 3J1iBa Ha eKpaHi BU3HAYCHHS aHai3iB, BUOEPITh
MOTPIOHMI aHaIi3, AKUI HEOOX1HO 3aMacKyBaTH.

3. Harucuites HanawTtyBatu MackyBaHHA pe3ynbTatiB (HacTpouTs MacknpoBaHus
pe3ynbTaToB) (auB. MaroHOK 5-28).

lMocibHuk onepamopa cucmemu GeneXpert Dx
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o

Co3pnaTb aHanus

Monb3oBatens YnpaeneHue AaHHbIMM OTyeTsl HacTtporiku OGcnyxueaHue OnpenenuTb TecTbl O nporpamme

Monb3oBaTenb Administration User

l@i T@] 1 £ o

MpoBepuUTh cTaTyc OcTaHOBUTL aHanu3 MpocMmoTp pes. OnpeaenuTb TeCTbl OnpeaenuTb rpaguku O6cnyxuBaHue

TecT

Ha3saHue |

Strep A
Tropical Fever

——

Ha3seaHue TecTta Tropical Fever

B o
Tur OToGpaxaemele pesynk... CKpbITble pesynbTatbl |
Zika Plasmodium species

or
OTBETCTBEHHO!

Chikungunya /
DEMBOEAERS P_falciparum
S_Typhi-S_Paratyphi
| g (pPbITUE pe3ynsTaToB
<

Dengue Leptospira

fata nocneq. |

Tun KapTpi Kamepbi

|~

{aseanue
| oK K)‘meuurh ‘ L

T [Sampie
Elution Reagent
Waste-NaOH

_ [ I

MantoHok 5-28. EkpaH Bu3HavyeHHA aHanisiB i3 HaknagaHHAM ekpaHy HanawtyBaTtn mackyBaHHSA

Mpumitka

pe3ynbraTiB

3’sBUTHCS HakIaaka HamamryBarn MackyBaHHS pe3ynbTaTiB (1uB. PucyHok 5-28).
Expan HanamryBatn MacKyBaHHS pe3y/bTaTiB BKIIOYAE 1BA CTOBITYHUKH -
BinoGpakeHi pe3ynpraTté Ta 3aMacKoBaHi pe3ysbTaTh. byab-saKi pe3yasraty B
CTOBMYUKY BinoOpaskeHi pe3yasTaru BitoOpaaTUMYThCs B KiHIIEBUX Pe3yJbTarax
TecTy. PesynpraTn B 3aMackoBaHOMY CTOBITYHKY HE BiZOOpaKaTUMyThCS B
KiHLIEBOMY pe3yJbTari TeCTYy.

MackyBaHHs MOXXHa HanaluTyBaTu nig Yac BUKOHAHHS iHLLIOrO TecTy, NpoTe 3MiHa KoHdirypauii He
6yne AiaTv, nokn He Byde 3anyLieHo BUOpaHMin 3amMackoBaHWn TECT.

5.

VY Brianui HamamryBarn MacKyBaHHS pe3yibTaTiB BUOEPIiTh Pe3ylbTaTH, SKi
MoTpiOHO 3aMacKyBaTH, BUOPABIIM Pe3yNbTaT y CTOBMYUKY BimoOpaskeHi
PE3yIbTaTH Ta KIAHYBIIW CTPIIKY BIIpaBo (abo MBiYi KIIAIHYBIIN Pe3yabTaT), Moo
MEePEMICTUTH HOTO JI0 CTOBIUMKY 3aMacKoBaHi pe3ynbTatd. [1oBTOpiTh el Kpok,
o0 BHOpaTy T0IaTKOBI 3aMacKOBaHi pe3yabTaTH.

Komu Bci HeoOXiqHi BinoOpaxeHi pe3ynbTaTtu Oyjie NepeMillieHo 10 CTOBITYUKA
3amackoBaHi pe3ynbsrard, HaTucHITH KHOTKY OK (OK) y HiDkHIlN YacTHHI BKJIAJAKA
HanamryBaTu MacKyBaHHS Pe3yJIbTaTiB.

5-28
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5.8

3’SIBUTHCA A1aJIOTOBE BIKHO 13 3a3HAUEHHSM, 1[0 3MiHH 3aCTOCOBYBATHMYTHCS JIUIIE
JI0 HOBUX TIPOTOHIB TecTy (auB. MamoHok 5-29).

7.  Harucuits kaoriky OK (OK) Ha npomy expasi i3 pekoMeHaa1isiMu, oo
i ITBEPAUTH, 1110 3MiHH 3aCTOCOBYIOTHCS JIMILE 0 HOBHX IPOTOHiB TecTy. Lle He
BILUTMHE Ha 3aBEPIICHI TECTU Ta TECTH, 110 3HAXOAATHCS B MPOLIECI BUKOHAHHS.

" o)
4 [l V3meHeHus GynyT NPUMEHATLCA TONLKO K HOBBIM LMKNaM n UMKl p He By/lyT 3aTPOHYThI.

r

MantoHok 5-29. [lianoroBe BiKHO 3 peKkoMeHAaLuisiMu Wwoa0 3MiH

[Ticns 3aBepmeHHst KOH(Irypaii 6aKaHWX 3aMacKOBAaHHUX PE3YyJIBTaTiB TECTYBAHHS
MO)KHA TTOYMHATH Y 3BUYAHHOMY PEIKHMI.

3aBaHTaXeHHA KapTpuaxa y Mmoaynb aHanisatopa

[Ticns BBenmeHHs Bciel iHdopMalii momo TeCcTy B poOOUHit IPOIieC TECTYBAaHHS 3’ IBUTHCS
eKpaH 3 PEKOMEHAAIIIMH II[0J[0 3aBAHTAXKECHHS KAPTPUIKA B MEBHHIH MOIYIb (IUB.
Maionok 5-30). Harucuits OK (OK), 1106 miaTBepauTH 1€ OBiIOMICHHS.

ﬂ 3arpyaunTte KapTpuox B mooynb A3 nepepg 3anyckom HOBOro aHanusa.
(=]

MantoHok 5-30. [lianoroBe BikHO 3aBaHTa)XXeHHS1 KapTpuaxa

YBara He 3aBaHTaxymTe kapTpuax GeneXpert, skwo BiH BNaB a6o cTpycuBcA Nicns BigKpUTTA
KPULLKK KapTpuaxa. MagiHHA abo cTpylyBaHHSA KapTpuaKa nicrnsi Horo BigKpUTTA MOXYTb
' CNPUYUHUTM NOMUNKOBI pe3ynksTaTtu. MowkoaxeHi abo 3namaHi peakuiiHi TPYOKKN Takox
° MOXYTb NMPM3BECTU [0 NOMUIIKOBUX pe3ynbTaTiB. He BUKopucToBYynTE KapTpUAXKi MOBTOPHO.
YBara
3aBxaun 6epiTb KapTpmuaXx 3a noro kopnyc. He 6epiTb KapTpnax 3a BUCTyNaruy peakuinHy
TpyO6Ky (AmB. MantoHok 5-31).
lMocibHuk onepamopa cucmemu GeneXpert Dx 5.29
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5.9

YBara
— B

A

MpumiTka

Mpumitka

Kopnyc

PeakuiniHa =
Tpy6ka \L"

MantoHok 5-31. 306paxxeHHA Kopnycy KapTpuaxa Ta peakuiliHoi Tpyoku

Y mpoMy po3nisi nmependavaeThes, mo Bu BCTaBHITH 3pa30K 1 peaKTHB y KapTPHIK
GeneXpert. [IuB. iHCTPYKUii Y JUCTKY-BKJIaIUIIIi, CIIELiali30BAHOMY AJISl IEBHOTO
aHamizy, abo B JOKYMEHTI KOHTPOJO SKOCTI.

NMouaTtok aHanisy

He 3anyckaiiTe iHwe nporpamHe 3aGe3neyeHHs nig Yac aHanisy. Lie moxe 3aBaxaTu npouecy
aHanisy Ta Npu3BecTU A0 BTPaTU AaHUX.

Axwo Bu Bungete i3 cuctemu nig yac aHanisy, cuctema npogoBXMTb 3aKiHYEHHS aHanisy Ta
36epexe pesynsraTtu.

Jlns mouaTky aHamizy:

1. V¥ nianoroBomy BikHi CtBopuTH aHani3 (Co3nars ananus) (1uB. MamoHok 5-32),
marucHite [ovaTn aHani3 (Havyatb aHanms). [Iporpamue 3abe3neueHHs 3anuTye Barn
naposib (SKIIO IS MOYATKy aHajli3y MoTpiOeH maposb).

Akwo Bawe iM’a kopucTyBaya He BigobpaxaeTbcs, BBeAiTL Balue iM’a kopucTyBada Ta naporb.

5-30
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BR Cosaats anan -
I
|

ID naunenta |H112874895762R| |
1D obpasua |SD142231 \

Hazsanue Bepcus
BuiGpars Tect | Xpert CDIFFICILE 3 v
Boibpats mogyns | A2 b
ID napTuu peaktuea CpoK roqHOCTH C/H kapTpuaxa
Tun axanusa I Obpasen v l
Tun obpaszua I Opyroe - l [pyroi Tn o6pasua |

Mpumeyanua

r \Hauan.auanus | | cranmposar. urpux-xon xaprompxa | | Omwenums |

MantwoHok 5-32. [lianoroBe BikHO CTBOpuTM aHani3 (Co3aaTtb aHanu3), NigroroBka [0 No4vaTKy aHanisy

2. Bsexits Bamr mapons, a morim HatucHiTe OK. YV BikHi ITepeBiputu craryc
(TIpoBepuTh CTATYC) MPOTPEC MOIYJIS aHAi3aTopa 3MIHUTHCS Ha OYiKyBaHHA
(OxupaHue). Hax aBepusiTaMu MOAYIISE aHATi3aToOpa 3arOPUTHCS 3CJICHUM 1HANKATOP.

3.  Bigkpwuiite nBepusTa MOIyNIs aHAI3aTOpA I ITiJ] MOIYJIEM i3 3€JICHUM 1HTUKaTOPOM.

4. TlomicTiTh KapTpuIK Ha mianory monymst. JJus. Mamonok 5-33. MiTka KapTpuka
MOBHHHA OYTH CIpsIMOBaHAa Ha30BHi. [IepekoHaiTecs, 0 KapTPHIK PO3MIIIICHUHN HA
PIBHI HIIJIOTH 1 pO3TANIOBAHUN B HAMHMKUIN TOYI I1AJIOTH.

5. TloBHicTio 3aKpwuiiTe ABEpIsITa MOy aHATi3aTopa np. JlaTunk 3aMKa faBepei Ta
3eJICHUH 1HIMKATOpP NepECTaHyTh MUTOTITH 1 TPOCTO CBITUTUMYThCS. Po3mouHeThest
aHai3.

lMocibHuk onepamopa cucmemu GeneXpert Dx 5.31
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Xpert MRSA/SA SSTI

of Demonstration Use Only

MantoHok 5-33. Kaptpuax GeneXpert, po3talioBaHU B HAMHMXKYiN TouLi
nignoru moayns

[IpoTsiroM mepmmx KiabKOX min (XB) MIiCIs ITOYATKy aHANI3y CHCTEMa MepeMillye BMICT
KapTpHpKa Ta perimparye mapu peareHTy. CucreMa TakoXK BUKOHYE TIEpEeBIpKY 30HIa,
00 MepeBIpUTH, Y1 MalCTeP-MiKC BiATBOPEHO HAJIEKHUM YUHOM, 1 110 30HIM MPUCYTHI
B OCHOBHI# CyMillli, SIKIIIO 1€ 3aCTOCOBHO JI0 BU3HAYCHHS aHAJI3y.

. Sxmo nepeBipka 30HAY He BinOyaeThes, aHali3 Oyae nepepBaHo. Bu Mmoxere
MEPEBIPUTH MTOB1IOMIICHHS ITPO MIOMUJIKY, II00 MEPETITHY TH IPUYHHY 30010
niepeBipku 30HaY. AuB. Po3nin 9.19.2, [ToBinoMI€HHS PO MIOMILIKH.

. Sxkio nepesipka 30HAy Oyjie MpOoBeAeHa, aHAI3 POIOBKUTHCS.

Kouu aHai3 3aKiHIATHCS, ABEPIISITa MOMYIIS aHAII3aTOpa PO30IOKYIOTHCS, a 3eIeHHI
iHIMKaTOp BUMKHEThCS. Y BikHi cuctemMu GeneXpert Dx y rpadi BukoHaHHs
(BbinonHenue) posminy Mogyni (Moaynm) rokasanuii 10CTYIHUN MOIYJIb.

5.32 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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5.10 KoHTponb nporpecy aHanisy

Bu MokeTe BimcTexXyBaTH BUKOHAHHS aHai3y abo iHI iHIUKATOPH CTaHY B HACTYITHUX
pozainax BikHa cuctemu GeneXpert Dx. JluB. Manronok 5-34:

. Moayni (Moaynu)—Bino6paxae BHKOPHCTOBYBaHE BU3HaUEHHs aHaiisy, ID 3paska,
BUKOHAHHs a00 eTarn aHajizy (Hanpukias, 3/45 o3Havae, 110 TECTYEThCS TPETil
kit ITJIP i3 45 nmukitiB), cTaryc eTammy aHaii3y Ta 9ac, o 3aJIMIITABCS 0 KiHIII
anamizy. Skuo y rpadi Cratyc (Cratyc) Bimo6paxaerscs Momunka (Owmbka) ado
MonepepxeHHs (MpeaynpexaeHune), meperisHbTe BikHO po3ziay [oBigoMneHHs
(CoobeHus), 11106 MOGAYNTH OMKC MPOOIEMH.

. MoeigomneHHs (CoobwweHna)—BimobpakaeThes aTa i 4ac 3aIycKy IMporpaMHOTO
3a0e3IedeHHs, HOMep Bepcii MporpaMHOTo 3a0e3MeUeHHs Ta OB IOMIICHHS PO
TTOMUJIKY, STKa BUHUKAJIA TiCIISI IIOYaTKy pOOOTH IPOTPaMHOTO 3a0C3ITCUCHHSI.

MepeBipTe po3ain «Mogynb», WOO6 AisHaTUCA cTaTyc aHanisy
/

B GeneXpert® Dx System ‘ = | (5] S
Monb3oBarens Ynpaenewwe AaHHbiMM OTyeThl HacTpoiku OGCnyxueaHwe O npopfamme Monk3oearent Detail User
[]
id D >-O /,\ . e
/ J ) WZ "
@ < |
o3 po p 0 0 po oTpp Onpen 06
Moaynn : 30B C MOMEHTa 3anycka
Hasnatne D Xon T::;;w‘ D Hazeauwe | Monb3o- | Peaynb- Tecrll Ermve c;::::. Nara
MOyNA Tecr 6 a:e:::- Craryc obpasua Moa. Barenb Tar o] 3anycka
aHanm3a | “1sn142231 A1 Detail Us...HET PE3Y... Xpert CDI... 3arpy... |OK 12/09/20 12-.
Xpert CDI... |SD142231 3arpy3ka OK -
A2 LoctynHo
A3 fOocrynHo
Ad HoctynHo

4

CoobuweHuns:

Mogyns A1: BeinonHexue camonpoeepkn 8 12/09/20 09:52:47
Mogynb A2: BeiNoNHeHWe caMonpoBepku B 12/09/20 09:52:47
Mogayne A3: BeinonHeHue camonpoeepkn & 12/09/20 09:52:48
Mogynb A4: BoinonHeHne camonposepkn 8 12/09/20 09:52:49
3arpyauTe KapTpumx B Mmogyns A1

MantoHok 5-34. CuctemHe BikHO GeneXpert Dx, Wwo Bigo6paxae ctaH BUKOHAHHA

ITizg yac BUKOHAHHSA aHami3y BizoOpaxaetscs PE3YJIbTAT BIACYTHIVA (PE3YNIbTAT
OTCYTCTBYET) y rpadi Pesynbtar (Pesynbrar).
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MpumiTka

Y npasilt cTopoHi ekpaHy AHani3u 3 MOMEHTY 3anycky (AHanm3bl ¢ MOMEeHTa 3anycka),

Dx.

BifoOpaxaTbCst aHani3n 3 MOMEHTY OCTaHHBOTrO 3anycky nporpamHoro 3abesneveHHst GeneXpert

5.11 3ynuHKa BUKOHYBaHUX aHanisiB

YBara

Micnsa 3ynuHKM BUKOHYBaHMX aHani3iB cuctema 3ynuHUTB Aii woao o6pobku 3paskiB i
npUNUHUTL 36ip AaHux. KapTpuak He MoXXHa BUKOPUCTOBYBaTU NOBTOPHO.

{06 3ynuHUTH aHami3, SIKUi 3apa3 BUKOHYEThCA, Y BikHI cuctemu GeneXpert Dx
HATHCHITh Ha KHOMNIKY 3YNWHUTK aHani3 (OCTaHOBMTbL aHanu3) naxelni MeHi0. 3’ SIBUThCS
nianorose BikHO 3ynuHUTH aHaii3 (OcrtaHoBHUTH aHanu3). JuB. Manrorok 5-35. Bu
MOYKETe BUKOHATH OJHY 3 HACTYIHUX Jil:

3ynunuTK iHaUBIAYanbHi aHanisu (OcTaHOBUTL MHAMBUAYANbHbIE
aHanu3bl)—BubepiTh aHai3u, ki Bu xo4eTe 3yNMMHUTH, a MOTIM HATUCHITH KHOIIKY
3ynuHuti (OCTaHOBUTDL). 3’SIBUTHCS [ialoroBe BiKHO miaTBepkeHHs. HatucHiTs Tak
(Aa), mo6 minTBepauTh abo HatucHiTh Hi (HeT) aist ckacyBaHHs.

3ynuHKUTK BCi BUKOHYBaHi aHanisu (OcTaHOBUTL BCe BbINOMHAEMble aHanu3bl)— s
BHOOPY YCiX MMOTOYHHMX BUKOHYBAaHMX aHAi3iB HATHCHITE BUOpaTH BUKOHYBaHi
(BblbpaTh BbINONHAEMbIE), a MOTIM HATUCHITH 3YNUHUTU (OCTaHOBUTBL). 3’SIBUTHCS
miamorose BikHO migTBepmkenss. Harucuites Tak (Ja), mo6 miareepanta abo
HarucHiTh Hi (HeT) ms ckacyBanHs.

[I{o6 ouncTHUTH BCi ITapaMeTpy aHali3y, HaTuCHITE CkacyBaTh BUOIp ycix (OTMeHMTb
BbIOOp BCeX).

Haruchits BigmiHa (OTMEHUTB), 100 3aKpuTH iaIOTOBE BIKHO 3YITHHUTH aHAII3
(OcTtanoBUTH aHANHU3).

r

—
BR Ocranosuts ananus - —— - - o— ﬁ
Moaynu

OcraBweecs
Hasganue ID Bpema
Moayns Tecr e Xop BbINONHEHHA Craryc e
aHanusa
[vi A1 Xpert CDIFFICILE SD142231 3arpy3ka OK ——
Bbibparb OTMEeHHTL BbiGOp
BbINONHAKWHECH Bcex
| OCTaHOBM.... ’ ] OTMEHHTb |

MantoHok 5-35. [lianorose BikHO 3ynuHUTKU aHani3 (OctaHOBUTL aHanus3)

5-34
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5.12 T[lepernapg pe3ynsraTiB aHanisy

LLlo6 yci aaHi Binobpaxanucsa npaBunbLHO, 3BiTU NOBUHHI OyTU 3reHepoBaHi Tielo camoto

BaxnuBo . . .
MOBOWO, sika Oyna BMkopucTaHa npu 360pi pe3ynbsrartiB aHani3y.

Bu MoxeTe BiIKpUTH 1 IEpErTITHYTH pe3ylIbTaTh aHami3y y BikHi [leperisin pesynsraTiB
(ITpocmotp pesynsratoB). Jus. Pozmin 5.12.1, BinobpakeHHs pe3ynbTariB aHalizy.
Oynkuii y BikHi [lepernsaa pesynsrariB ([IpocMoTp pe3ynbTaTtoB) 3anexarb Bij THITY
KOpUCTyBaya:

. OcHoBHi kopuctyBadi (nuB. Po3min 5.12.2, Ileperisin 11 OCHOBHUX KOPHCTYBaviB)

. [MoapoOurii mpo KopucTyBadiB Ta aaMinicTparopa (aus. Po3nmin 5.12.3, [Mepersg
JeTallbHUX BiJOMOCTEH PO KOPUCTyBada Ta aMiHiCTpaTopa)

5.12.1 BipnoOGpaxeHHA pe3ynbTaTiB aHanisy
1106 BuOparu Ta BimoOpa3uTH Pe3yJbTaTH aHATI3Y:

1.V Bikni cucremu GeneXpert Dx HarucHits lepernag pesynbtaris (MpocmoTtp
pe3ynbTaToB) Ha maHei MeHI0. 3 IBUThCs BikHO [leperisia pesynbraris (IIpocmotp
pesynbraroB). uB. ManroHok 5-36.

Y BikHi Mepernsg pesynestartie (MpocMoTp pesynstatoB) 300paXeHo pisHi PyHKLT Ans pisHMX TUnis
kopucTyBadiB. Ha Po3gin 5.12.2, MNepernsg 4nsi OCHOBHMX KOPUCTYBadiB 306paXeHo BIiKHO
Mepernsg pesyneraTie (MpocMoTp pesynsraToB) A4S OCHOBHUX KopucTyBadiB. Ha Poagin 5.12.3,

MpumiTka Mepernsg AetanbHUX BiZOMOCTEN NPO KOpUCTYBaya Ta agmiHicTpaTopa 306paxeHo BikHO MNepernsag
pesynbraTie ([pocMoTp pesynbTaToB) Anst KOHKPETHUX KOPUCTYBaYiB Ta agMiHicTpaTopis. Ha
MantoHok 5-36 306paxkeHo BikHO Mepernsag pesynesrartis ([pocmMoTp pesynsTaToB) ANs KOHKPETHUX
KOpUCTYBayiB Ta agMiHiCTpaTopiB.

Jlist BuOOpy aHaiizy HatucHith [epernsiHyTi aHani3 (MpocmoTpeTb aHanms).
3’sBUTHCA Aianorose BikHo Bubepits ananis ans neperany (Beibepute ananus mis
npocMotpa). us. Mamonok 5-37.

2. Bubepitp anani3 mist nepersiy. it copTyBaHHS CIIHCKY aHai3iB y rpadi
HATHCHITH 3ar0JIOBOK Tpadu.

3. Harucuits OK. Pe3ynbratu BuOpanux aHai3iB BijioOpaxaroTscs y BikHi [lepersin
pesynerarie (IIpocMotp pesynsraTos).

IHoai nuwe yacTuHa iHchopmauii npo pesynkTat Bigo6paxaeTbea B rpadi Pesynbrar
(PesyanaT) pianoroBoro BikHa BubpaTtu aHanis ansa nepernagy (Boi6partb aHanus ans

Baxnuso - . L
npocmotpa). inA nepernsay pewTtn iHdopMauii pe3ynbraTiB NepeMicTiTb Kypcop MULLKKN Ha
rpacby PeaynbTar (Pesynbrar).
lMocibHuk onepamopa cucmemu GeneXpert Dx 5.35
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r N
n GeneXpert® Dx System ‘ = \@ ﬁ
! Oryersl ikn O n o} Monb3osarens Detail Use!

'
Gl .
& 3
Co3aparb aHanus MNpoeepuTL CcTaryc OCTaHOBHTL aHaNMu3 MpocmoTp pes. 0O6cnyxuBaHne
ID naunenTa (
H351890559777R Mpocworp pes-ra HasBauue tecta Xpert CT_NG Bepcus 3
lMepeuyHan Kpuean Peaynrar NOT D =
ID o6pasua NOT DETECTED
ITZG37890
Tect Xpert CT_NG
Bepcua 3 [For In Vitro Diagnostic Use Only.
Tun Obpasey
Tun obpazua | [Apyroe
Lpyro# Tn o6paszua
MpumeyaHus Bupst {4 @ 0603HaYeHU
MpocmoTp pe3-Ta 400 [vi /] CT1; Nepeuynan ||
MepeuyHan KpHBan [v [/] NG2; Nepeunynan
£ 300 //‘i [vi | NG4; Nepeuynan
H / Vi |/| SAC; Nepeuynasn
Craryc BbIrpy3ku HenpumeHuMo § 200 / [vi D SPC; MNepeuyHan
Ha3zsanue moayna Ad g /
ID napThw peakTHea*® 05814 S 100 /'
Bpems 3anycka 11/30/20 17:41:03
Bpems okony. 11/30/20 19:08:20 Hl
%
Craryc [loToBo
Mone3oearens Detail User L
-
[ 3kcnop-Tb ‘ I Oryer | [ BbIrpy3uTb aHanu3 | Mpocmotp aHanusa

MantoHok 5-36. BikHo GeneXpert Dx Mepernsag pesynbratiB (lpocmoTp pe3ynbraToB)
(oeTani Ta pexum agmiHicTpaTopa)

Tecr Craryc C::::- uplliay::am
OWHOKK

H112874895762R | SD142231 Detail User Xpert BCR-ABL Monito... MpepeaHo Ownbka 04/19/19 14:47:06
H112874895762R |SD142231 A1 Detail User OTPUUATENb... Xpert CDIFFICILE otoso OK 04/19/19 14:44:33 g
H351890382682T HG656788 K3 Detail User HIV-1 DETECT... HIV-1 Quant IUO CE rotoeo OK 04/08/19 15:47:13 Z
negative control negative control K4 Detail User HIV-1 NOT DET... HIV-1 Quant IUO CE oToBO OK 04/08/19 15:45:43 Z;
H351890386682R |FT343558 K2 Detail User HIV-1 DETECT... |HIV-1 Quant IUO CE rotoso OK 04/08/19 15:42:27 z
H351890382682T HG656788 A2 Administration ... HIV-1 DETECT... |HIV-1 QuantIUO CE rotoeo OK 04/08/19 14:57:16 2
H351890386682R FT343557 A3 Administration ... |HIV-1 DETECT... |HIV-1 Quant IlUO CE rotoso OK 04/08/19 14:55:27 ;//
H351890377714R HA245614 A1 Detail User ERROR Xpert CDIFFICILE rotoso Owwubka |03/29/19 15:56:42 é
H351875882682R |TT555698 B3 Basic User ERROR HIV-1 Quant IUO CE MpepeaHo Owwubka |03/16/19 14:57:38 g
H351890382682R |TG478589 B2 Administration ... HIV-1 NOT DET... HIV-1 Quant IUO CE rotoso OK 03/16/19 14:52:39 2
H351890345682R |CR538763 B4 Administration ... MTB NOT DET... |Xpert MTB-RIF USIVD |loToBo OK 03/16/19 13:39:27 ?/
H39590382682R  KW630987 B3 Administration ... MRSA NEGATI... Xpert SANasal Compl... FoToeo OK 03/16/19 13:38:00 %
H351873382682R (GH487365 A3 Administration ... MRSA NEGATI... |Xpert SA Nasal Compl... FoToBO OK 03/16/19 13:36:08 Z‘
H351898782682R |SR543267 A2 Administration ... [MRSA POSITIV... |Xpert SA Nasal Compl... FoToBO OK 03/16/19 13:34:19 %
H351890382682R |DU155637 B2 Administration ... MRSA NEGATL... |Xpert SANasal Compl... [0ToBO OK 03/16/19 13:32:37 Z
H351890382682W RL986632 Ad Detail User MRSA POSITIV... Xpert SANasal Compl... FoToBo OK 03/15/19 17:33:44
H351877782682Y |GK563895 B1 Detail User ERROR Xpert MTB-RIF USIVD  |MpepeaHo Ownbka 03/15/19 17:32:28
H356129382682R | TF277659 B4 Detail User MTB NOT DET... Xpert MTB-RIF USIVD |lotoBo OK 03/15/19 17:31:20
H351855982682R |UJ690762 B3 Detail User FIlHETEROZY... XpertFll & FV Combo |oToBo OK 03/15/19 17:29:35

| H351890596082R |UJ787933 A3 Detail User FIl NORMAL;FV... Xpert Fll & FV Combo  |FoToBo OK 03/15/19 17:28:47 |
H2512252228020 HA227Q45 A2 Natail Licar EILHOMOAZYCN  Xnad FIl 2 F\/ Camhbho Coaroen fal’d N2U15/10 172758 ]

[ ok || omewm |

ManwHok 5-37. [lianoroBe BikHo Bubpatu aHanis gnsa nepernagy

(BbibpaTb aHanu3 gns NPocMoTpa)

5-36
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5.12.2 [lepernsg ana oCHOBHUX KOPUCTYBadiB

MaumtoHok 5-38 300paxae BikHO [lepernsig pesynbrariB (IIpocMOTp pe3yabTaTroB) uist
OCHOBHHX KOpHCTyBad4iB. BikHo Mae Tpu Bkiaaku: Pesynbtatu (Pesynbtathi), Momunku
(Ownbku) Ta NigTpumka (Moanepxka).

5.12.2.1 Bknagka Pe3ynkratu (Pe3ynbrathbl)

V Brnaaui Pesynbtat (PesynbTathbl) BinoOpaskaeThes HACTYIHA iH(pOpMALis 00
aHamizy (mmB. MamroHok 5-38):

n GeneXpert® Dx System ‘ = |[=] é&

Monb3oBarens anaanenuenaunum Oryersl HaMm Oﬁcnmaanue npocuorppea. O nporpamme nonmaarenbﬂasicu.se"

M K El & B N

o Co3pats aHanu3 Mpoeeputs cratyc OCTaHOBHTL aHanu3 Mpocwmorp pes. Onpefenurs TecTbl On buku O6cnyxuBanue
[ Pesynbrathi | OwmGku | Mopnepxka |
ID naumerTa H351890550098R |

ID o6pasua HA245654 |
Tect Xpert CT_NG Bepcus 3

PesynbTar | *11eans) ED;|

NG DETECTED

Tun obpasua “:lpvroe b \
Opyron Tun o6pasua | Monb3soBartenb Detail User
MpumeyaHus Bpewms sanycka 12/03/20 17:38:57
Bpemsa okoHu. 12/03/20 19:06:02
Craryc [[oTOBO

CraTtyc BbIrpy3kun Henpumerumo
For In Vitro Diagnostic Use Only.

’ 3kcnop-Tb H Oryer ” BbIrpy3uTs aHanus |

MantoHok 5-38. BikHo GeneXpert Dx lMepernsg pe3synbratiB (lpocmoTp pe3ynsTaTtoB)—
Bknapka Pesynbratu (Pe3ynbrathl) (nepernsg Ansa oCHOBHUX KOPUCTyBadyiB)

HocTtynHi Anst pegaryBaHHs nons nokasaHi Ha 6inomMy doHi. HegocTynHi anst pegaryBaHHs nonst

Mpumitka : . .
nokasaHi Ha CipoMy ¢OHi.

lMocibHuk onepamopa cucmemu GeneXpert Dx 5.37
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ID nauieHTa (ID naumenta)—Lle mone nocrynse, sikio ¢yHkiis Bukopucrosysatu ID
nauieHTa (Ucnonb3oBarth ID nauueHTa) aktuBoBana. BoHo jpocrtymHe st
penaryBaHHs, SIKIIIO BOHA HE OyJia CTBOpEHa 3a KOMaHI0K0 XOCTY. SIKII0 mopyd i3
moJieM € 3ipouka (*), ID narmienTa OyB BiZicCKaHOBaHUH.

ID-2 naujienTa (ID-2 nauuenTa)—ILle mose goctymHe, KO QyHKIISA
BukopuctoByBaty ID-2 nauieHTa aktrBoBaHa. BoHO mocTymHe Ui pelaryBaHHs,
SIKIIIO BOHA HE Oyyia CTBOPEHA 32 KOMaH/0k0 XOCTY.

ID 3paska (ID obpasua)—ILle mone gocTymHe s peqaryBaHHs, SIKIIO BOHO HE OyII0
CTBOPEHE 3a KOMaHJIO0 X0CTy. SIKIo mopyd i3 monem € 3ipouka (*), ID narienra Oys
BlJCKaHOBaHHIA.

AHani3 (AHanu3)—HasBa ananisy. e mosie HEAOCTYIHE A pearyBaHHs.
Bepcis (Bepeus)—Homep Bepcii anamizy. Lle mone HeroCTymHe T peAaryBaHHs.

Pesynbrar (PesynbTtat)—Pesynbrary anaiizy, mokasaHi y BikHi OCHOBHUIT meperisy
pe3ynbrariB (OCHOBHOH MPOCMOTP PE3yJIbTaToB), OyIMyTh PO3TOPHYTI, 1100
BiIOOPA3UTH BC1 PSAIKH JUTSI PE3YIBTATIB HA MEKUTbKA PAIKIB, MO0 MiATPUMYBaTH
MaKCUMaJIbHY KiJIbKICTh pe3y/bTaTiB AJs aHalli3y OpraHizMy, reHoTumiB abo %
CHiBBiZHOLICHHS. SIKIIO TiCIs po3ropTaHHsl iHIIa iHpopMalis Oinbie He
BMIIIATUMETHCS Y BiKHi, KypcOp MPOKPYTKH JO3BOIUTH MEPETNITHYTH 1HILY
iHdopmariro. Pe3ynsrar HemoCcTymHMIA TS peaaryBaHHs.

KopuctyBau (Monb3oBaTtenb)—Y 1npoMy 1ol BigoOpaka€Thes iM’ sl CHCTEMHOTO
oreparopa, K1ii BUKOHYBaB aHajli3. BOHO HeIOCTYIIHE IS pearyBaHHsl.

Tun 3pa3ka (Tun obpasua)—Ile mose MOKHA pearyBaTu, BHKOPHCTOBYIOUH
BUIAAF0YMI CITUCOK THUIIIB 3pa3KiB JUIsS IEBHUX aHAII3IB.

IHWwiA TMNn 3pa3ka (Opyron Tun ob6pasua)—IHwwii TN 3paska (Opyron Tun obpasua)
MICTHTHUME TEKCT, BBEJICHUH ITi]] 4ac Mpolecy CTBOPEHHS aHai3y ado B pe3yJbTari
penaryBaHHs aHai3y. Floro MokHa pexarysari, skmo Tun 3paska (Tun o6pasua) e
IHwwiA ([dpyro#); inaxie BiH HE peaaryeThCs.

Mpumitku (MpumMeyvanus)—Y upomy 1ot BiqoOpaXkaroThes yCi MPUMITKH, BBEICHI
Mij] yac aHami3y. ko noTpiOHi JOAATKOBI MPUMITKH, J0AalHTe a00 3MiHITh
THpOPMAIIIFO PO MPUMITKY.

Yac noyatky (Bpems Havyana)—ILle mosie, HEMOCTYIIHE IS peAaryBaHHs, BimoOpaxae
JaTy Ta yac 1ovaTKy aHaiisy y (opMari HajgalTyBaHHs CHCTEMH.

Yac 3aBepLueHHs (Bpemsa okoHYaHuA)—ILle morne, HeAOCTyIHE AJIs peaaryBaHHs,
BifoOpakae Jary Ta yac 3aBepLICHHS aHami3y y opMmari HaJalTyBaHHS CUCTEMHU.

Cratyc (Ctatyc)—Craryc BUKOHAHHS aHai3y BiIOOPaKAETHCS Y LIbOMY HEJIOCTYITHOMY
JUTSL peaaryBaHHsI mojii. SIKIIo aHami3 3aBepIIuThCS, Ha €KpaHi 3 IBUTHCS CTaTyC
BukoHaHo (BbinonHeHo). Takox Moske Bimobpaskarmcs BUKOHYETbCA

(BbIMONHAETCA), sikio anasis e nponoxyerhes abo HE3ABEPLUEHE
(HE3ABEPLLEHO), sikiio BUHHKIIM IPOOIEMH TiJ] YaC BUKOHAHHS aHAITI3Y.

5-38
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Craryc 3aBaHTaxeHHs (CTaTyc 3arpy3kn)—(sKIIo BBIMKHEHO 3B 30K 3 XOCTOM) -
SIK1110 3B’ 130K 3 XOCTOM YBIMKHEHO, B1I0Opa3HTHCS TTOJIE 31 CTaTyCOM 3aBaHTaKCHHS
pe3ynbrartiB. Lle mone HemocTymHe TS peAaryBaHHs. SIKIIO pe3ybTaTi aHalli3y
OyJ10 3aBaHTaXXEHO, BiJ0Opa3uThcs 3aBaHTaXeHOo (3arpyXeHo) abo Takox Moxe
BioOpaxarucsi OYiKkyBaHHA 3aBepLUEHHA 3aBaHTaxeHHs (OxuaaHe oKoOHYaHuA
3arpy3Km), sIKIIo aHasIi3 3aBepIIeHO, ajie pe3y/IbTaTH Iie He 3aBaHTaxeHi. e mone He
BiT0OOpayKaTUMETHCS, AKIIO 3B’ S130K 3 XOCTOM BiJICYTHiM.

BiamoBa (Otka3)—Lleii Tekct, HEIOCTYHHUIT [JIs peiaryBaHHs, BiJOOpaKaTUMEThCS TiCIIs
TOTO, SIK pe3yNBTaT aHami3y OyJe JOCTYITHHH B 3aJIeXKHOCT] BiJl aHAIIi3y Ta pe3ysbTary.

Jlesiki mons MOXKHa pelaryBaTH, SKIIO CUCTEMHUH aMiHICTpaTop BCTAHOBUB
HaJIAIITYBaHHS cucTeMu «HanamTyBaHHS THIy KOpHUCTyBaday, 00 OCHOBHI

KOPHCTYBaui MOIVIH pellaryBaTH JAeTali aHamizy. [y penaryBaHHs [MX TIONIB:

1. TlomicTiTh Kypcop y HeoOXigHe(-1) mone(-1) Ta penaryiTe mos, sKIio moTpioHo.

2. Harucuits xHomky 36€pertu 3mMiHu (CoxpaHTb U3MEHEHUS). 3’ IBUTHCS [TiaToroBe
BikHO 30epertu (CoxpaHUTH).

3. Tlepesipre, ui BBIMKHEHA pajiiajbHa KHOMKa 306epertu aHanis (CoxpaHuTb aHanus).

4. HarucHits xkHonky Tak ([a), 106 36epertu 3minu. HaruchyBim kHonky BigMiHa
(OTmeHuTb), Bu moBepuetecs no ekpany [leperisin pesyibraris (IIpocmoTp
Pe3yNbTaToOR) i3 BiJOOpaKEHUMH BBEICHUMH 3MiHamMu. HatucHyBiu kHOMKy Hi
(Het), Bu noBepHerecs 1o expany I[leperisia pesynsraris (IIpocMoTp pe3yasTaToB) i
CKacCyeTe BBEICHI pe3yJIbTaTH.
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5.12.2.2 Bknaaka NMomunku (OWNOKK)

V sruaari Momunkn (OwmnbKKM) nepepaxoBaHi MOMIJIKH, SIKi BUHHKJIH ITiJ] Yac aHAi3y i
HaBeJleHa HacTynHa iHdopmalis (auB. MamoHok 5-39).

m GeneXpert® Dx System ‘ = | &l

Monb3ac Y

= ]
Mone3oearens Basic User|

p Oryetol Hactpowkm O6Gcnyxusanue [pocmorp pes. O nporpamme

Co3anarb aHanus MpoeepuTe Cratyc OCTaHOBHTL aHaNK3 Mpocmotp pe3. OnpefenuTs TeCTbl 0 > FPacMK ObcnyxuBaHne

[ Pesynetatel | OwwuGkn | Mopnepxxka |

Ne [ Onucauue ONbITHLIN Bpema

1/eAcTBME NPEKPALWEHO Ownbka 2002: HEBOIMOXKHO HAATH MHBOPMALNIO KanMBPOBKK ANA penopTepa Ne2 12/09/20 09:57:34

’ 3Kcnop-Tb H Omyer H Bbirpy3utb aHanu3 |

MantoHok 5-39. BikHo GeneXpert Dx lNMepernsg pesynbratiB (lpocmoTp pesynsraTtoB)—
Bknaaka Nomunku (Ownbkm) (nepernsa AnA OCHOBHUX KOPUCTYBadiB)
. Ne—Howmep, 1110 BKa3ye Ha MOCIiJOBHICTh, B SIKiH il 4ac aHaIi3y 3’ sIBIITUCS
MOMWJIKU. BiH HeoCTymHUH 1715 peraryBaHHs KOPHCTYBaYaMU.

. Onuc (Onucanune)—BinobpakaeThCs OMKUC THITY TOMIUIKA. BiH HEIOCTYITHIIMA 115
pearyBaHHs. KOpUCTYBauyaMHu.

. Moapoowuui (Jetanu)—Hanaerscst momarkoBa iHGOpMAIIis PO TOMHIKY (HAIPUKIIA,
Momunka 2002: HemoxnN1BO 3HaWTK KaniopyBaHHS...... (Owwnbka 2002: HeBO3MOXHO
HalTW KaNnUOPOBKY......)). BiH HexOCTYMHUIA TS pelaryBaHHsT KOPUCTYBadaMHu.

. Yac (Bpemsa)—BinobGpaxaeTscst 9ac TOSBH MOMUIKA. BiH HETOCTYHU#HA I
pe€aaryBaHHsd KOpUCTyBa4YaMU.

Jlnist mepersaay ONmUcy MOBiOMIICHB PO MOMMIIKH, MOXJIMBUX MPUYHH Ta BUPINICHHS
X TTOMIUIOK JuB. Po3min 9.19.2, [ToBimoMIIeHHS PO TTOMFLUTKH.

SIKimo mig yac aHamizy He Oyio MOMMIIOK, BKaaaka Momunku (Owmnbku) BigobpakaTrme
MOPOXKHIO TaOJIHIIIO.

5-40
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5.12.2.3 Bknagka lNiarpumka (Mogaepxka)

Bxianxa MNigtpumka (Mopaepxka) BimoOpaskae HACTYITHY iH(GOPMAILIFO 100 aHATI3Y
(nuB. MamroHok 5-40):

m GeneXpert® Dx System ‘ = = &I

- ]
Mons3oBarens Basic Userl

Monkac OanHbiMM  OTyeTsl Hacipoiku OGCnyxueakue [pocMorp pes. O nporpamme

Co3snarb aHanus MNpoBepuTL CTaTyC OCTaHOBHTb aHanNu3 Mpocmotp pes. OnpefenuTs TecTbl Onpegenutb rpauku 06cnyxuBanne

[ Pesynuratel | Owmbkn | Noppmepxxa |
Twn Tecta [QuarHocTuka in vitro
Tun aHanusa ’Oﬁpa3eu v

ID napTum peaktusa™ 05814
Cpok rogHocTn™ 11/19/24
C/H kapTpuaxa™ 425669558

CocTosiHve ownbkn OK
Bepcua MO 6.5
HassaHue mogyna A1

C/H aHanusaTtopa 702162

C/H moayns 629995

[ 3KCnop-Tb H Oryer H BbIrpy3uTh aHanus3 i

MantoHok 5-40. BikHo GeneXpert Dx Mepernsag pesynbrartiB (MpocMoTp pe3ynbraTtoB)—
Bknapgka MiaTpumka (Moapepxka) (nepernsg ANA OCHOBHUX KOPUCTYBadyiB)

. Tun aHani3y (Tun ananusa)—Lle nosie € HEAOCTYTHUM ISl pearyBaHH i
BitoOparkae TUTI TiarHOCTUYHOTO aHANi3y, IKUH BUKOHY€EThCS. [ OinbIocTi
aHai3iB BimoOpaxkarnumeThcs [liarHocTyBaHHA in vitro (JuarHocTtupoBanue in vitro).

. Tun aHani3y (Tun aHanusa)—Y 1bOMy 1OJi, TOCTYITHOMY JJIsl PEaryBaHHs,
BiT0OOpa)ka€eThCs TUM aHaNi3y, IKWil OyB 3amyIieHuil. ¥ craJHOMy MEHIO MOYKHA
BCTaHOBUTH 260 3pa3ok (O6pasew), abo pi3Hi THIH 30BHIIIHHOTO KOHTPOIIIO.

. ID naprii peaktusiB (ID napTuu peakTMBOB)—Y 1boMy 0TI BimoOpakaeTbes ID
naprii peakTuBiB. SIKIIo mopyd i3 moneM € 3ipouka (*), ID nmaprii peakTuBiB
CKaHY€ETHCS 3 KapTpHKa. BoHO HemocTyITHE 1UIs peiaryBaHHsI, SKIIO OB’ I3aHUH
aHai3 - e GadpuyHMiA aHaTi3, IKW BUMarae 6araro KOHKpETHUX MapaMeTpiB abo
CKaHyBaHHS IITPUX-KOIY KapTPHIDKA.

. TepmiH npupatHocTi (Cpok rogHocTM)—ILle mose, HeOCTYIHE IS pearyBaHHs,
MOKa3ye TEPMiH MPUAATHOCTI KapTpupka. SIKIo mopyH i3 mosiem € 3ipouka (*),
TEPMiH MPHUIATHOCTI KAPTPHIKA CKAHY€EThCS 3 KAPTPUIKA.

lMocibHuk onepamopa cucmemu GeneXpert Dx 5.41
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. C/H kaptpuaxa (C/H kapTpupxa)—ILle none, HeMOCTYIHE IS peaaryBaHHs,
BimoOpaskae cepiitHuiA HOMep KapTpuka. SIKio mopyd i3 moneM € 3ipouka (*),
CepifHUI HOMep KapTpHKa CKaHy€eThCS 3 KapTpHKa.

. Momunka cratycy (Owubka cratyca)—Ile mose, HEAOCTYIHE IS pearyBaHHs,
BKa3y€ Ha HassBHICTh IIOMUJIOK i1 Yac MPOBEIEHHS aHalli3y. BiaCyTHICTh TOMHUIOK
BijoOpaxaernes, sk OK. SIkmio mijx yac aHasmisy crajgacs OMHUIIKA, CTaTyC TIOMUIKH
oyne Momunka (OwnbkKa).

. Bepcis /3 (Bepcusa MN/O)—Ile mosne, HeAOCTyMHE IS pearyBaHHsl, BijgoOpaxae
BEPCII0 MPOrpaMHOTO 3a0e3eueHHs, BCTAHOBJICHOTO B CHCTEMI HA MOMEHT
NPOBEEHHS aHAIIi3Y.

. Ha3ea mopynsa (Hassanue mopynsi)—Ile mose, HEAOCTYIIHE IS peaaryBaHHs, K
BioOpaXkae Ha3By MOMYJIsL, B SIKOMY OyB 3amyiieHui anani3 (Hanpukian, Al).

. C/H ananisatopa (C/H aHanu3aTopa)—Ile mose, HeMOCTYIIHE sk pearyBaHHs,
BimoOparkae cepiitHuii HoMep aHai3aTopa B IKOMY BUKOHYBABCSI aHAI3.

. C/H mogyns (C/H mopyns)—TIle none, HemOCTYIIHE IS peaaryBaHHs, Bigoopakae
CepiliHUI HOMEP MOJIYJISA B IKOMY BUKOHYBABCS aHaJIi3.

BoHo mocTymHe nms peparyBaHHS, SIKIIO CUCTEMHUN aIMiHICTPaTOP BCTAHOBUB
HaJamTyBaHHA cucteMu «HanamryBaHHsS THITY KOPUCTYBaday, 00 OCHOBHI
KOPHCTYBadi MOIVIH pellaryBaTH JAeTali aHamizy. s penaryBaHHst IIOTO TTOJIS:

1. HarucHiTh Ha Bunagatoue BikHO nonst Tun anamizy (Tun ananusa) i BUOEpiTh
HEOOXITHUI TUI aHATI3Y.

2. Harucuits kHOTIKY 36eperti 3MiHu (CoxpaHnTb U3MEHEHMUS). 3’ IBUTHCS iaI0roBe
BikHO 30eperTtu (CoXpaHUTh).

3. Tlepesipre, uu BBIMKHEHa pajliajbHa KHOMKa 30epertu aHania (CoxpaHuTb aHanus).

4. HarucHits kHonky TaK ([a), o6 30epertu 3minu. HarucHyBim kHonky BiaMiHa
(OTmeHuTb), Bu moBepHetecs o ekpany Ieperisin pesysbraris (IIpocMoTp
pe3yNBTaToRB) i3 BiOOpakeHMMH BBEACHUMH 3MiHamu. HatucHyBii kHOMKy Hi
(Het), Bu moBepHerecst 1o expany Ileperisia pesynsraris (IIpocMoTp pe3yasTatoB) i
CKacyeTe BBEIEHI pe3yIbTaTH.

HocTtynHi anst pegaryBaHHS nons nokasaHi Ha 6inomy doHi. HegocTynHi ans pegaryBaHHs nonst

Mpumitka . . .
nokasaHi Ha CipoMy QOOHi.

5.12.3 T[lepernap aetanbHUX BigOMOCTEMN NPO KOpMUCTyBaya Ta
agMmiHicTpaTopa
Ha Maronok 5-41 nokasano Bikuo lNepernsag pesynbtartis (lpocMoTp pe3ynbTaToB) s

KoHkpeTHuii kopucTyBay (OnpegeneHHbIN nonb3oBaTenb) Ta AgMiHicTpaTop
(AaMuHKcTpaTop). BikHo po3mineHo Ha 4OTHPU 00JacTi:

. Oo6nacTb iHchopmauii npo aHanis (O6nactb MHpopmaumu 06
aHanu3se)—BinobpaxkaeTbes iH(MOpMAILis, OTPHMAaHA I1iJ] YaC CTBOPEHHS aHAI3Y,
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BKITIOUAIOYH MOJIYJIb, IKUH BUKOPUCTOBYBABCS 1]l yac aHaizy, ID namienra ado ID-
2 marieHTa (SKII0 BOHU akTUBOBaHi), ID 3paska, iHpopMmartis mpo aHami3 Ta
iHpOpMaIist mpo KapTpumK. Bu Moxere penarysatu Ta 30epiraru ID namienTa, ID-2
narienra, ID 3paska, iHpopMalito po THI aHAII3Y, THIT 3pa3Ka, IHIIHN THIT 3pa3Ka y
nojti «[Ipumitku» (muB. Po3min 5.13, Penarysanust iHdopMmartii po anamiiz). He
BUKOPHMCTOBYHTE Taki CUMBOJIH B 1iii o6macti: | @ A ~\ & /:*?2"<>"$%!; ()

O6nactb BuaiB (Obnactb BUAOB)—/[03BoJIsie OpraHizyBaTH BigoOpaKeHHsI
pe3yibTaTiB Ta 00acTi KpuBKX 3poctanus. Hanpuknaa, Bu moxere BigoOpasutu
00JIacTh KPHUBOT 3pOCTaHHS HaJ| 00JIACTIO PE3YIBTATIB.

ObnacTb pesynbTartie (O6nacTb pe3ynbratoB)—/{03B0sIsI€ IEpENIAAATH iH(GOpPMAIIifo
Ha HACTYIHHUX BKJIaakax: Pe3ynbTar aHanisy (Pe3ynbTat aHanusa), PesynbTart 3pa3ka
Ansa aHanisy (PesynbTtat o0pasua ans aHanusa), Mogpooduui (MoapodHocTy), Momunku
(Owmbku), Ictopisa (Uctopma) ta MigTpumka (Mopaepxka).

O6nacTb KpuBoi 3pocTaHHA (O6nacTb KpuBOI pocTta)—BinoOpaskae rpadik, skuit
BKa3ye€ YUCIIO MUKIIIB Ha oci X Ta oquHuIi (rryopeciieniii mo oci Y A1 KOXKHOTO
3paska i aHaiizy. ['padik BimoOpaskae aHami3 KpUBOI, BKa3aHUH Y BU3HAUCHHI
aHauizy. BuxopucTtoByroun nieit rpadik, Bu Mmoxere Bi3yaabHO HepeBipUTH
HIBUJIKICTb, 3 IKOIO CUTHAJ (JIyOPECICHIIIT 30UTBIITYEThCS.

1106 BimoOpa3uTu abo cxoBaty rpadik 3pa3Ka IJis aHaTi3y, BUOESPITh Ha3BY
3pasKa JUIsl aHaTi3y B MO3HAYCHHIX I'padiky, po3TanmroBaHOMY IIPaBOPyd Bif
rpacdika. Kpim toro, Bu Mmoxkere 3MiHuTH 3011bIIeHHS Tpadika y HAPSIMKY

X ab0 Y, HAaTHCHYBIIN Ta MEPETATHYBIIH TOPH30HTAIBHUN a00 BepTHUKAIbHUIM
crnaiinep 6ins oceit X Ta/abo Y.

5.12.3.1 Bknaaka Pe3ynkrat aHanisy (Pe3ynkrat aHnusa)

Bxrmanka Pe3ynbTtar aHanisy (Pe3ynbTat aHnu3a) y Bikai Ileperisia pe3yasraris
(TIpocMOTp pe3y/aBTaTOB) IEMOHCTPYE HACTYIHY iH(GOPMAIIif0 PO aHai3
(muB. MamoHoK 5-41).
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O6nacTb iH(hopmauii O6nacTtb O6nacTtb O6nacTtb KpuBOI
npo aHanis nepernsgie pe3ynbraTtiB 3pOoCTaHHA

\

”
n GeneXpert% Dx System /

Al

EE

M B B & B B I

Co3pars aHan\3 MpoeepuTs cratyc ()CTAaHOBHTb aHanNM3 MpocmoTp pes., OnpefenuTs TecTbl ( HKH O6cnyxuBanue

[ Peay | Peaynyfrar no awanuty | Onbimbiit
Hazeanue tecta Xpg
Pesynerar

/Ounbin | Mcropwn | Monaepxxa |

ID naunenTa

H351890559777R

AMepeuyHan kpuean

ID obpasua

TZ637890

Tecr Xpert CT_NG
Bepcua 3 For In Vitro Diagnostic Use Only.

Tun Obpasey /
Tun obpazya |/Apyroe

[pyro# Tun obpasua
— o — o ‘
Mpuneyanun Buabl 060o3HaveHun
TpocmoTp pes-Ta 400 [¥1[/] CT1; Nepenynasn 4|
MNepeHyHan KpHBas [V /] NG2; Nepeuynan
300 Y [vi || NG4; Nepeuunas

Vi /| SAC; Nepauynan

200 / [vi || SPC; Nepauunan

Craryc BuIrpy3kH HenpumeHumo
Hazgauwe mogyna Ad
ID napruu peaktusa* 05814
Bpewms 3anycka 11/30/20 17:41:03
Bpema okony. 11/30/20 19:08:20
Craryc [otoeo
Monb3osarens Detail User

[ 3Kcnop-Te H Oryer H BbIrpy3uTe aHanus | : ’W

dnyopecueHuMa

10 20 30 40
LIkl

MantoHok 5-41. BikHo GeneXpert Dx lNMepernsag pesyneratiB (lMpocmoTp pesynsraTtoB)—
Bknaaka Pesynbrat aHanisy (PesynstaTt aHanu3sa) (Mepernap aetansHUX BigoMocTen nNpo
KOpUCTYyBauiB Ta agMiHicTpaTopa)

. Ha3sBa aHanisy (HasBaHue aHanu3a)—Hasgsa ananizy. Ile mone HenoCcTymHe 11st
penaryBaHHSI.

. Bepcis (Bepcus)—Howmep Bepcii ananizy. Lle mone HepocTymnHe AJs peaaryBaHHs.

. PesynbTat aHanisy (Pe3ynbTat aHanusa)—Pesynbraru aHaiisy, mokasaHi y BikHi
Jeranpumii neperisy pe3yasrariB (IlogpoOHBIH TPOCcMOTp pe3ynsTaroB), OyIyTh
PO3TOpHYTI, 00 BiIOOpa3UTH BCl PSIIKY AJIs Pe3yJIBTaTIB Ha IEKUTbKa PSIIKIB, 100
MiATPUMYBATH MAKCUMAITLHY KITBKICTh PE3YJIBTATIB IS aHAI3Y OPTaHi3My, TeHOTHUIIIB
ab0 % crmiBBiTHOIIEHHS. SIKIIO Mics po3ropTanHsl iHIma iHdopMarlis OibIIe He
BMIIIATUMETHCS Y BiKHI, Kypcop MPOKPYTKU JTO3BOIUTH MEPETVISIHYTH 1HIITY
indopmarito. Pesynprar ananizy (Pesynsrar HeocTyreH) HeOCTYITHUN JIst
penaryBaHHsI.
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. BinmoBa (OTka3)—Lleii TekcT, HEAOCTYITHU ISl pearyBaHHs, BiI0OpaKaTHMEThCSI
TICJIS TOTO, SIK Pe3yJbTaT aHali3y Oy/e JOCTYITHUI B 3aJIS)KHOCTI BiJl aHATI3y Ta
pesynbrary.
Mpumitka Y sknagui Pe3ynbTat aHani3y (Pe3ynbTaT aHanu3a) Hemae nonis, 4OCTYNHUX ANs peaaryBaHHs.
5.12.3.2 Bknapaka Pe3ynbraTt 3pa3ka ansi aHanisy (Pesynbrat obpasua ans

aHanusa)

Bkiaaka Pe3ynbTaTtv aHaniTie (PesynbTaTbl aHanUToB) BinoOpaxkae HaCTyMHY
iHdopmMariito y dhopmi Tabmuri (nuB. ManroHOK 5-42).

~

-
ﬂ GeneXpert® Dx System ‘ == i-\?-
Mon AaHHbIMK  OTyeTbl HacTpoikm OGcnyxusanwe [pocmoTp pe3. O nporpamme Monbzoearens Detail Use
\ a y~ N
[ ¥ @) \'
/ (Y 9 S
A\
Co:gan, aHanu3 MpoeepuTs cratyc OCTaHOBHMTL aHanNu3 Mpocmorp pea. Onpe,qenun, TecTbl (0} " 06cny)«usauue
4 7
ID naumenta y Buaei 1| (Pesynetar | Pesynerarno awanwry | Onbimheih | OwuGki | Wcropua || Mopaepxka |
H351890559777R Inp°c"°'p poysm. ¢ HaagaHue ct KOHEUH. Tu. PeaynkTar PeayneTar
Mepeuinan kpusan | - aHanuTa AHANU3MPyeMmoro ee... npoBepKu
KayecTea 30HAa
ID o6pasua CT1 0,0 1 OTPULL NPOVAEH
ITZ637890 | ING2 0,0 3 OoTPHL I'IPOWJ,EH
|INGa 0,0 2 OTPUL| MPONAEH
||SAC 28,0 311 I'IPOI:IJZLEH I'IPOY_LD,EH
Tect Xpert CT_NG ‘| ISPC 343 273 NPOVAEH NPOVAEH
Bepcus 3 :
Tun O6pazey
Tun obpasua |Apyroe
Dpyro# Tan obpa3ua
P =
Mpumeyanus Buabl 0bo3HaYenns
‘{npocuorp pes-ra 400 ¥I[/] CT1; Nepennan |4 |
MepenyHan KpHBan | - [vi @ NG2; Nepeuyunan
/ £ 300 s VI || NG4; Nepenynan
:0:::' / [vi [/| SAC; Nepeuunasn
Cratyc Bbirpy3ku HenpumeHnmo é:' 200 / [vi || SPC; Nepauynan
/
Ha3saHwe Moayns Ad s i/‘ |
ID napTu peaktuea* 05814 5
Bpewmn 3anycka 11/20/2017:41:03
Bpema okoHy. 11/20/20 19:08:20
Craryc [oToBO
Mone3osarens Detail User . L
2 v
’ 3KCnop-1b ‘ l Oryer | ’ BbIFpy3uTL aHanus | MpocmoTp ananusa

MantoHok 5-42. BikHo GeneXpert Dx lNMepernsg pe3synbratiB (lpocmoTp pe3ynsTaTtoB)—
Bknapaka Pesynbrat aHanisy (Pe3ynstaTt aHanusa) (lMepernspg aetanbHUX BigoMocTen Npo
KOpUCTYBauiB Ta agMiHicTpaTopa)
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Mpumitka

5.12.3.3

. Ha3Ba 3pa3ka ana aHanisy (HaseaHue obpasua pna aHanu3sa)—3pa3ox [Ist aHai3y,
SIKUH B1JICITIIKOBYBABCSI ITi]] 9ac aHaiizy. MOXXIMBUME aHATITaMU € Ha3Ba TecTy, [C
(BHYTpilHIH KOHTpOIL) a00 SPC (koHTpoNb miarotoBku npod) Ta EC (enmoreHHni
KOHTPOJIB).

. Ct—TITeprumii muKsI, Tix Yac SKOT0 CHTHAN (ITyOPECIIEHIIIT JoCATae TIEBHOTO MOPOTY.
I'parnunwmii k1 (Ct) BU3HAYAETHCS 3 KPHUBOT 3pOCTAHHS.

. EndPt—3HaueHHs KiHIIEBOT TOYKH KPHUBOI 3pPOCTAHHS B OMUHHIIAX (ITyOPECIICHITII.

. PesynbTat 3pa3ka ans aHanisy (Pesaynbtat obpasua ans aHanu3a)—Pe3ynbrar st
KOXKHOTO 00pOOJICHOTO 3pa3ka /i aHalizy. Pe3ynsraTi BioOpakatoThes Micis
3aKiHYEHHS aHai3y.

. PesynbTat nepeBipkn 30HAa (Pe3ynbTaT NpoBepKM 30HAa)—Pe3yasrar mepeBipku
30HTY, IIPOIIEC, SIKU epeBipse HAsIBHICT Ta IUTICHICTH 30HAIB Y MaicTep-MiKCi.
Moxnuumu 3HaueHHsmu € [IPOBEOEHO (MPOBEAEH), HEBAAYA (HEYOAYHO) TA
H/3 (H/N), sixiio anai3 He BKIrOYae nepeBipky 3oua. [lepeBipka 30H1a POBEICHa,
SKIO BUMIPSHI 3Ha4eHHsI (QIIyopecIeHIii pa3oM BiAMOBINAIOTH 3a3aleTib
BU3HAYECHUM KPHUTEPisIM MPUHHATHOCTI.

Ha sknagui PeaynbTtar 3pa3ka ans aHanisy (Pesynbtat o6pasua ana aHanusa) Hemae nonis,
AOOCTYNHUX ONA pefaryBaHHA.

Bknaaka MNogpo6uui (Oetann)

Bxanka Moapobuui (detanu) simobpakae meTaabHi pe3ysibTaTd MEPEBIPKH 30H/a, SKIIO
aHaJli3 BU3HaUa€ BUKOPUCTAHHS nepeBipku 30H1a (auB. MamtoHok 5-43). Kpim Toro, €
JNOCTYITHHMH JpyTa TOXiJHa BUCOTH IIKOBOTO 3Ha4YeHHS (s KOMOIHALIHHOT KPUBOT),
HIKiB TUIaBJICHHS Ta KPUBOI MPHUIATHOTO PE3yNbTary, SKIIO BU3HAYCHHS aHANI3y BKa3ye
Ha IXHE BUKOPUCTAHHS.
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AanHbiMM  OTyeTl HacTpoitkw O6Cnyxueanue [pocmorp pes. O nporpamme

Monbac Mone3oearens Detail Usel

Cosparb aHanus MpoeepuTL CTatyc OCTaHOBHTL aHanu3 MpocmoTp pea. OnpegenuTs TecTbl ong 1 AKH O6cnyxuBanue
q / -
ID naumenTa N Buael ¢ Pesynurar | Pesynuratno ananuty | Onbitebiii | OwwGkH | Mcropwa | Momnepxka |
H351890559777R I""°°"°“’ Lo HazssaHue Mpe Mpe Mpe Peaynbtat |  BbicoTa | ANNPOKCHM...
MepenyHan kpusas aHanuta Kay. 3Ha 1 Kay. 3Ha 2 Kay. 3Hg 3 npoBepKn nuKa KpHBoi
KauecTea 30..| 2-i NPOM3E...
1D oGpasua CT1 308 359 308 NPOVAEH 0,0 HenpumeHu...
ITZ637890 NG2 256 318 255 I'IPOlylEH 0,0 HenpuMeHu...
|ING4 52 63 51 MPOVAEH 0,0 HenpumeH...
|[SAC 105 85 104 I'IPOI{_lLlEH 0,0 I'IPOI/_ﬂ.'iEH
Tect Xpert CT_NG SPC 381 417 379 MPOVAEH 0,0 NPOVAEH
Bepcusa 3
Tun awanusa |OOpazey |
Twn obpazya |Adpyroe |
Lpyro# Tvn o6pasua
MNpHMeyaHns Buast g 0603HaYeHHS
|npocuomp pea-ra 400 VI [/] CT1; Nepeusnasn [
MNepeuynan kpusas [vi[/] NG2; Nepeuunas
300 Y S Vi || NG4; Nepenynan

/ 1 |/| SAC; Nepewynan

200 / 1| | SPC; Nepeuynan

Craryc Bbirpy3ku HenpumeHumo
Hassauue moayna Ad
ID napTuu peaktuea* 05814
Bpemn 3anycka 11/20/2017:41:03
Bpewmn okon4. 11/20/20 19:08:20
Craryc [lotoeo

DnyopecueHUMa

Mons3ogarens Detail User

’ 3kcnop-Ts H Orver H BbIrPY3uTL aHanu3 | Mpocmotp aHanuza

<

MantoHok 5-43. BikHo GeneXpert Dx lNMepernsg pe3syneratis (lpocmoTp pe3ynsTtaTtoB)—
Bknapka NMopgpo6buui (Oetanu) (Mepernag aetanbHUX BigoMocTen NpPo KOPUCTyBaYiB
Ta agmiHicTpaTopa)

Sk mokazano y MaimoHok 5-43, Bkmazka Mogpoouui (detanu) sikua Iepersg
pesynbrariB (IIpocMoTp pe3ynbraToB) HaJaBaTUMe HACTYIHI Pi3HOMAHITHI JaHi
pe3yibTaTiB aHAITI3Y:

. HasBa 3pa3ska ana aHanisy (HaseaHue obpasua gna aHanusa)—Omuc eTaToHHUX
IIJICH, SIKI JOTIOMAararoTh BU3SHAYNTH KOHKPETHUH aHaIi3.

. Prb Chk 1—/Iani meproro KOHTPOJIIO 30H/a - 1€ PE3YIbTaTH (IyOpeCIeHTHUX
BUMIpPIOBaHb KOHTPACTHOT pEUOBHUHH, CHICHU(DITHOT 1Tl KOKHOTO aHAIIITY.

. Prb Chk 2—/Tani npyroro KOHTpOITO 30HAA - 1ie pe3ynbTaTH (IyopeCUeHTHUX
BUMIpPIOBaHb KOHTPACTHOT pEUOBUHH, CHIEHU(DITHOT [Tl KOXKHOTO aHAIIITY.

. Prb Chk 3—/Iani TpeThoro KOHTPOIIIO 30H/1a - 11€ Pe3yIbTaTh (HIIyOpeCIEeHTHHX
BUMIipIOBaHb KOHTPACTHOT PEUOBHHH, CTICIM(DIUHOT TS KOXKHOTO aHAIITY.
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. PesynbTat nepeBipku 30HAa (PesynbTat npoBepku 3oHaa)—IIepen mouarkom ITJIP
peaxiii, cucrema GeneXpert Dx Bumiptoe curnan quyopecteniii i3 30HIiB 11
KOHTPOJTIO peTifparalii KyJIbKH, 3alIOBHEHHSI peakliiHOi TpyOH, IUTICHOCTI 30H/a 1
cTabimbHOCTI KOHTpACcTHOI pedoBHHU. [lepeBipka 30HAa 3MIHCHIOETHCS, KO BiH
BiJIMIOBi1a€ BU3HAYEHNM KPUTEPisM PUHHATHOCTI.

. Opyra noxigHa nikoBoi BucoTn (Bropas npon3BogHasa NUKOBOK BbICOTbI)—Haiisuia
BHCOTA JIPYTol MOX1THOT ABJISIE COOOI0 TOUKY MAKCUMAJIbHOT KPUBU3HU KPUBOT POCTY.
[Nopir Bu3Havae nuIe MiHIMaJIbHY BUCOTY MKy /Uit Bu3Ha4eHHs Ct. SIkmro mik
JpyToi MOXiAHOT MepeBHIIy€e MOPOTOBE 3HAUYEHHSI, OBigoMIIAeTHCS npo Ct. Skiro
MK HIKYE IOPOrOBOro 3Ha4eHHsI, Ipo Ct He MOB1OMIISETHCA.

. ®opma kpusoi (Popma KpuBo)—ILleit po3min 3a 3aMOBUyBaHHIM OOpaHHil Y
JiaIOTOBOMY BiKHI. 3IT1aKYIHOUYH KPHUBY, (DopMa KpHUBOT 3aMiHIOE 3MOJIEITbOBaHI JaHi
(dbopMH KpHBOT [UIsl 3MEHIIICHHS TIOMUJIKOBHX CITPAllbOBYBaHb, SIKi MOXKYTh
BUHUKHYTH Yepe3 ONTUYHHH IIyM, npeiid abo iHmi aHomanmii kpuBoi. Hanpuknan,
IIYMOBHI CIUIECK Y KPHUBil MOXKE BHKIIUKATH ITOYaTKOBUH MOPIT, BKA3yIOUH Ha Te,
110 BiH NO3UTUBHHH, TOM1 K JOCBIUYEHHUH OIIEpaTOp BU3HAYUTH, IO PE3YJIBTaT
HEraTUBHUI.

Mpumitka Y sknagui Moapobuui (deTtanu) sigcyTtHi nons, noctynHi Ansa peaarysaHHs.

5.12.3.4 Bknagka Nomunku (OWwn6GKN)

V sruaari Momunkn (OwWnbKKM) repertiveHi MOMUIKY, [0 BAHUKIIM ITiJT Yac aHawi3y i
HajJaHa HaCTYIHY iH(popMaiio (1uB. MantoHok 5-44).

lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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HA245614 npekpaueHoe penoprepa Ne2 02:57:34

Tecr Xpert CDIFFICILE
Bepcua 3
Tun asanu3a | OOpasey
Tun obpazya |/pyroe

[Npyrow Tan o6pa3ua

A
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TpUMeyanus Bubl

Mpocmotp pes-Ta
MepenYHan KpHBas

Hazganue mogyna A1 <Her JaHHbIX>
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Bpema 3anycka 11/20/2009:56:50
Bpewmsa okoHy. 11/20/2009:57:57
Craryc [oT0BO
Mons3osarens Detail User

L

MantoHok 5-44. Cuctema GeneXpert Dx - BikHo MNepernsapg pesynbrariB (MpocmoTtp
pe3ynbratoB)—Bknagka Nomunku (Ownbku) (Mepernsg AgetanbHUX Bi4OMOCTEN NPO KOpUCTyBaYiB
Ta agmiHicTpaTopa)

Craryc BbIrpy3kH HenpumeHumo

. Ne—Homep, 110 BKa3ye Ha IMOCIIIOBHICTb, B SIKiil M/ Yac aHami3y 3’ IBHIIHCS
NOMWIKH. BiH HemocTymHUI U1 pearyBaHHs KOPHCTYBa4aMH.

. Onwuc (OnucaHne)—BinoOpaxaeTbest OMUC THITY HOMWIKK. BiH HemoCTymHUN [UIst
penaryBaHHs KOPHCTYBauyaMH.

. Noppo6uui (MoapobHocT)—Hanaetses momarkoBa iHGOPMALList PO MTOMUIIKY
(manpukitaz, Momunka 2002: HemoXxnnMBO 3HaWTW KanidbpyBaHHA...... (Ownbka 2002:
HeBo3MOXHO HalUTW KanMGpupoBaHHe......)). Bin HegoCcTyHUMIA TS pearyBaHHS
KOpUCTYBa4aMH.

. Yac (Bpemsa)—BinobpaxaeThbes dac, KoM CTalacs MOMUIKA. BiH HEIOCTYITHYH A7Is
peaaryBaHHs KOPUCTyBadyaMu.

Jis meperisay Onucy MOBiIOMIICHB PO MOMUJIKY, MOXJIMBHX MTPUYUH Ta BUPIIICHHS
X TTOMIUIOK JuB. Po3min 9.19.2, [ToBimoMIIeHHS PO TTOMFLUTKH.

SIkiio mijx yac aHamizy He Oyno mOMUIIOK, BKiaaka Momunku (Owmbkm) Bigobpaxkarime
MTOPO’KHIO TAOIIHITIO.

lMocibHuk onepamopa cucmemu GeneXpert Dx 5.49
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5.12.3.5 Bknapgka IcTtopisa (UcTtopus)

V Biraari letopisi (McTopma) BimoOpakaeThCst xKypHAI 3MiH, BHECEHHX B iH(OpMAILiO PO
aHai3 (muB. MamoHok 5-45). YKypHan BKITtoYae mo4aTkoBy iH(opMarlito, peaaropany
iHpOpMaIlit0, KOPUCTYBaYa, SKUH peAaryBaB iH(OPMAIIiFO, a TAKOXK JIaTy Ta 9ac
penaryBaHHsI.

r A
n GeneXpert® Dx System ‘ == i&l
Mon OaHHbIMM - OTyeTsl HacTpoilku OGcnyxueanwe [pocmorp pes. O nporpamme Monsb3oearens Detail Use
i Ny i {] T
‘E - ) A< s \
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|MepBuyHan kpUBaA | | nayyenTa Patient Name 3 H351890559777R <Her> 11/20/2012:49:54
1D obpazua :
12637890 '
;
Tect Xpert CT_NG
Bepcua 3
Tun O6pazey
Tun obpasya |Apyroe |
[Lpyron Tun obpazua
2= ,
Mpumeyanus Buas! ! 0Go3HaYeHHA
pocmoTp pes-Ta 400 vi[/] CT1; Nepanynan ||
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g 300 Y S Vi | NG4; Nepeuunasn
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Cratyc BbIrpy3ku HenpumeHumo :.:: 200 / [vi LJ SPC; Nepeuynan
/
HaspaHue mogyna Ad § ,'/
ID napTuu peaktua® 05814 & 100 /
Bpews 3anycka 11/20/20 17:41:03 §
BpemAa okoH4. 11/20/20 19:08:20
Craryc [oT0BO
Mone3oearens Detail User L
v
{ 3kcnop-Tb ‘ I Oryer | ’ BbIrpy3uTe aHanus | MpocmoTp aHanwaa

MantoHok 5-45. BikHo GeneXpert Dx NMepernsapg pe3syneratiB (lpocmoTp pe3ynsratoB)—Bknaaka
IcTopis (Uctopus) (Mepernaa getanbHUX BigomMocTeln Npo KOPUCTYBaYiB Ta agMiHicTpaTopa)

Jus. Po3nin 5.13, PegaryBanus iHdopMartiii mpo aHaji3 aIs iHCTPYKINHA 010
penaryBanHs iHpopmanii y BikHi [lepersin pesynsrari (IIpocMoTp pe3ynsraToB) Ta
36epekeHHs 3MiHN(3MIiH) y BikHi BKIaaku lctopia (McTopus).
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5.12.3.6 Bknapgka lNiaTpumka (Mopaepxka)

Bkianxa MNigtpumka (Mopaepxka) aist BUOpaHnX KOPHCTYBAdiB Ta aaMiHICTPATOPiB
BifoOpakae HacTymHy iH(popmalito mpo anamni3 (auB. MamoHok 5-46):

. Tun aHani3y (Tun ananusa)—ILle nosie € HEMOCTYITHUM TSl pearyBaHH i
BiJJOOpakae TUI JiarHOCTHYHOTO aHaIli3y, SIKHi BUKOHY€EThCs. [ Oinbimocti
aHai3iB BimoOpakarumeTscs [liarHOCTyBaHHS in vitro (uarHoctupoBaHme in vitro).

. C/H kaptpuaxa (C/H kapTpupxa)—ILle mone, HemOCTYIHE IS peaaryBaHHs,
BimoOpaskae cepiitHuil HOMep KapTpupka. SIKio mopyd i3 moneM € 3ipouka (*),
cepiiiHUIl HOMEp KapTPHIKa CKAHY€EThCS 3 KapTPHIDKA.

. TepmiH npupatHocTi (Cpok rogHocTM)—ILle moste, HeOCTYIHE IS peaaryBaHHs,
MOKa3y€e TEPMiH MPUAATHOCTI KapTpupka. SIKIIo mopy i3 moniem € 3ipouka (*),
TEPMiH MPHUIATHOCTI KAPTPHIKA CKAHY€EThCS 3 KAPTPUIKA.

- N
ES GeneXpert® Dx System ‘%

Monbac Yn Oryetel Hactpoiku OGcnyxusanue [pocmorp pes. O nporpamme

Mons3zoearens Detail Us;
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Linkne
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MantoHok 5-46. BikHo GeneXpert Dx Mepernsag pesynbratiB (MpocMoTp pe3ynbratoB)—
Bknapgka MiaTpumka (Moapepxka) (Mepernap aetanbHUX BiAOMOCTEN NPO KOPUCTYBaviB
Ta agmiHicTpaTopa)

lMocibHuk onepamopa cucmemu GeneXpert Dx 5.51
303-1548-UK, Peg.A 2023-07



IHCTpYKLUIT 3 ekcnnyaTauii

MpumiTka

5.13

BaxnuBso

. Momunka cratycy (Owwubka cratyca)—ILle mose, HEIOCTYITHE [T pearyBaHH,
BKa3ye€ Ha HasBHICTh IOMUJIOK ITiJT Yac MPOBEICHHs aHaNi3y. BiACcyTHICTh TOMUIIOK
BimoOpakaerbes, sk OK. SIkio mix yac aHamizy cTamacs MOMHIIKA, CTATyC TTOMIIKH
oyne Momunka (Ownbka).

. Bepcis /3 (Bepcusa M/0)—Ie mose, HemoCTyIMHE TS peAaryBaHHs, Bimoopaxae
BEPCiI0 MPOrpaMHOTo 3a0e3MeYCHHSI, BCTAHOBICHOTO B CHCTEMI Ha MOMEHT
MPOBEJICHHS aHaJi3y

. C/H ananisatopa (C/H aHanu3atopa)—Ile mose, HeTOCTYIHE IS pearyBaHHs,
BijoOpaskae cepiitHuii HoMep NMpHiIady B IKOMY BUKOHYBAaBCS aHAJI3

. C/H mopyns (C/H mopyns)—Ile moste, HemoCTyIHE IS pelaryBaHHs, BifoOpaxae
cepiiiHUIl HOMEp MOYJIS B SIKOMY BUKOHYBAaBCS aHAII3.

Y sknaaui MigTpumka (Mopaepxka) sincyTHi nons, 4OCTYNHI Ans peaarysaHHs.

PeparyBaHHs1 iHpopmauil npo aHani3

MepekoHanTecs, wo Bu BiackaHyBanu abo BBenu npaBunbHi ID 3paska, ID nauieHTa Ta ID-2
nauieHTa. ID 3pa3ka, ID nauieHTa Ta ID-2 nauieHTa 3B’A3aHi i3 pe3ynsratamu aHanisy i BOHU
BigoOGpaxarTbesa y BikHi Nepernag pesynsrariB (MpocmoTp pe3ynkraToB) Ta y BCiX 3BiTax.

s xoxkHOTO aHaNi3y Bu moxere pexarysatu ID mamienTa ta ID-2 marienTta (ko
BOHH akTHBOBaHi), ID 3pa3ka, TUI aHami3y, TUI 3pa3Ka, IHIIMH THUIT 3pa3Ka Ta IPUMITKH.
Jns uporo y BikHi [lepernsan pesynbraris (IIpocMoTp pesynbraroB) (nuB.

Mamntonok 5-47) penaryiite ID 3paska, TMII aHai3y, TUI 3pa3Ka, iHIIUE THIT 3pa3Ka Ta
npuMiTKH (quB. MamroHok 5-47). ID 3pa3kiB He MOXKYTh MICTUTH Taki cumBonu: | @ * ~
&1:*2"<>'$%!;()-

Jlst BimoOpaskeHHst Bkiiaaku lctopia (Mctopums), BukoHaiiTe HaBeIeHI HIDKYE il

1.V Bikni cucremu GeneXpert Dx HarucHits lepernag pesynbraris (MpocmoTtp

pe3ynbTaToB) Ha maHeni MeHIo. BinoOpasuTbes Bkianka Pe3ynbTaT aHanisy
(PesynbTat aHanu3a). J{us. MaoHOK 5-47.

2.  Harucuits Bknanky lctopia (MUctopus) na expani Ilepernsan pesynsrariB (IIpocmotp
pesynsraToB) (uB. MamroHok 5-48). Bimo6pasutecs Bkiazaka lctopis (McTopms), skxa
MOKa3yBaTHMe, 10 aHaji3 He 3MiHIoBaBcs. [uB. MamtoHok 5-49.

5-52
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MantoHok 5-47. BikHo GeneXpert Dx lNMepernsg pe3syneratis (MpocmoTp pesynsTaToB)
(Mepernsag geTanbHUX BiOMOCTEN NPO KOPUCTYBayviB Ta agMiHicTpaTopa)

n GeneXpert® Dx System

(=5 e

pes. O

Mpocwmorp pes.

OCTaHOBHTL aHaNK3

Co3parb aHanu3 TpoBepuTL cTaTyc

Nons3osarens Detail User

@
@
NS

OnpenenuTb TeCTbl 0O6cnyxuBanue

D b Buel N
H351890559777R n pes-ra Tecta Xpert CT_NG Bepcusa 3
e
ID o6pazua NOT DETECTED
Fzsamgo
Tect Xpert CT_NG
Bepcun 3 For In Vitro Diagnostic Use Only.
Tun Obpazey
Tun obpasua | Apyroe
[pyro# Tun o6pa3sua
Mpumeyanus Buas! 0603HaYeHHA
MpocwmoTp pes-1a 400 [vi[/] CT1; Nepenynan 4]
MepenyHan KpHeas [vi[./| NG2; Nepenynan
£ 300 Vs [vi[.| NG4; Nepenynan
g v [vi /] SAC; Nepenynas
Craryc BbIrpy3ku HenpumeHumo § 200 :"J. [vi || SPC; Nepenynasn
Ha3zpaumue mogyna A4 g ,“j
ID napthu peaktuga* 05814 € 100 /
Bpewms 3anycka 11/30/20 17:41:03 /f"
Bpewms okony. 11/30/20 19:08:20 0 s
10 20 30 40
Craryc otoBo Tioned
Monb3oBarens Detail User L
[ KCnop-Tb I [ Oryer ‘ l BbIrpy3uTh aHanu3 I TpocMoTp aHanusa

MantoHok 5-48. Cuctema GeneXpert Dx, BikHo Nepernsag pesynsratiB (lpocMmoTp pe3ynsraToB)
(Mepernap geTanbHUX BiOOMOCTEN NPO KOPUCTYBaydiB Ta agMiHicTpaTopa)
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MantoHok 5-49. BikHo GeneXpert Dx lNMepernsag pesynsratiB (lpocmoTp pe3ynbsraTtoB), BUGIp BKNaaku
IcTopisa (UcTopus)

3. 3miniTh TN aHanizy Ha HeratuBHMiA KOHTpOH (OTpUIIATETHHBINA KOHTPOIB), SIK
nokxaszaHo Ha MaitoHok 5-50.
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MantoHok 5-50. BikHo GeneXpert Dx lNMepernsag pesynbratiB (MpocMoTp pe3ynbraTtoB)—
3MiHa Tuny aHanisy

4. HarucHith kHOTIKY 36€perty 3miH1 (COXpaHNUTb U3MEHEHUS), pO3TaIIOBaHY
y HIDKHi yacTuHi BikHa [lepernsaa pesynprariB (IIpocMoTp pe3ynbraToB)
(muB. Mamonok 5-50). 3’siButhbest mianorose BikHO 30epertH aHaui3z (CoXpaHUTb
ananu3). Jlus. Mamronok 5-51.

rn Coxp-T6 / ﬁ

(® COXpaHWTL aHanNH3

pa | | Her || omewm |

MantoHok 5-51. [lianorose BikHO 36epertu (CoxpaHuTb)

5. Harucuits Tak ([a), mo6 30epertu 3mMinu i npogoxkutH. [IporpaMue 3ade3nedeHHs
BIJICTEXXYE icTOpito 3MiH (nuB. ManroHOK 5-52).

Harwuchite Hi (HeT), o6 ckacyBaru 30epexeHHs 3MiH. 3’ SBJISETHCS MOMEPETHIN
€KpaH, 1 BCl 3MiHH CKaCOBYIOTHCSI.

Harucuits BigmiHa (OTMeHUTb,) 11100 He TTPOIOBXKYBATH 1 3aIMIITHTHCS B TOMY K
BikHi. By/ib-sKi 3MiHU, BHECEHI B BIKHO, 3QJIMIIIATUMYTHCS, alie He OyIyTh 30eperkeHi.
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MpumiTka

Akwo y BikHO Bynu BHeceHi 3MiHK, Byae nokasaHo gianorose BikHO 36epertu (CoxpaHuTb) Ans
6yab-aKoi onepadii, sika BigKpUe iHLLe BiKHO.

r N
B GeneXpert® Dx System (==
n omy " [ ny pes. O Monb3osarens Detail Usel

] i o [] .
N H Bl @
< LSS -, A8 A
Coaparb aHanua rpoBepuTL cTatyc OCTaHOBHTL aHaNK3 MpocmoTp pes. OnpefenuTs TecTbl
5 i N anwry | Onbimusi | 0 Noaaepxxa |
[H351890559777R] O e Vima nons EbINO [ CENYAC { nonbsoaar...| Bpema
Mepew'inasn kpuean [Tun aHanuaa Obpasey OTpUUaTENbHbII Detail User 11/20/20 12:49:54
= = KOHTpOnb 1
’72637890
N
Tectr Xpert CT_NG
3
Tun Otpuu; A KOHT
Tun [pyroe
Opyro# Tn obpa3zua
[ = ,
Mpumeyanus Buap! 0603HaYeHHA
pocmoTp pe3-Ta 400 [vi [/] CT1; Nepeuynan (4|
MepeuiHan KpHean [vi |/ NG2; Nepenynasn
£ 300 Pl Vi || NG4; Nepaynan
z / [vi /] SAC; Nepeuinas
Craryc BbIrpy3kH HenpumeHnMo § 200 / [vi|_ | SPC; Nepeuunan
Hassakue Mmoayns Ad s /
1D napTvw peaktusa® 05814 550
Bpewms 3anycka 11/20/20 17:41:03 //
Bpewms okony. 11/20/20 19:08:20 0 —
10 20 30 40
Craryc lotoBo e
Monk3oBarens Detail User |
[ 9Kcnop-Tb \ ] Orver | [ BuIrpy3uTL aHanu3 ‘ TpocuoTp aHankza
L

MantoHok 5-52. Bknapgka Ictopis (MUcTtopus), Wo noka3sye 3MiHy 3pa3ka Ha TUMN Tecty
HeratnBHum koHTponb (OTpuuaTenbHbIA KOHTPOIb)
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5.14 CTtBOpEeHHSA 3BITIB NPO pe3ynkLTaTy aHanisy

LLlo6 yci aaHi Binobpaxanucsa npaBunbLHO, 3BiTU NOBUHHI OyTU 3reHepoBaHi Tielo camoto

BaxnuBo . . .
MOBOWO, sika Oyna BMkopucTaHa npu 360pi pe3ynbsrartiB aHani3y.

3asexHO BiJl He0OXiqHOTO PiBHA AeTaiizallii, JOCTYIHI 1Ba 3BiTH MO aHaJi3H. 3BIT PO
aHaJIi3 OCHOBHOTO KOPHCTYBay4a MOKa3ye pe3yJibTaTh aHallizy Ta iHhopMallito mpo aHais.
VY 3BiTi PO aHali3 KOHKPETHOTO KOPHUCTYBaya Ta aMiHICTpaTopa MOKa3aHo pe3ynbTaTi
aHaJtizy, iH(pOpMaIil0 PO aHalli3 Ta iHGOPMAIIi0 PO PEe3yNIbTaT aHAJITY, BUOpaHi 3a
JIOTIOMOTOFO TTapaMeTpiB AialoroBoro BikHa BubOparu anamni3 st nepersany (Bsiopars
aHaNMu3 IS IPOCMOTPA).

. 3BiTH PO aHaIIi3 OCHOBHOTO KOPUCTYBaua, muB. Po3min 5.14.1, 3Bitu ipo
pe3yNbTaTH aHaJi3y A7l OCHOBHUX KOPUCTYBAadiB.

. 3BiTH PO aHaIi3 KOHKPETHOTO KOPUCTyBava Ta aJMiHicTparopa nmuB. Pozmin 5.14.2,
3BITH PO Pe3yNIbTaTH aHAJI3y JUId KOHKPETHOTO KOPHUCTYBaya 1 aMiHICTpaTopa.

o6 crBoputn PDF-daiin i3 pesynpraramu anamnizy, y BikHi [leperisin pesynsraTis
(ITpocMmoTp pesynbraToB) (muB. ManroHok 5-38 abo MantoHOK 5-41) HATUCHITH KHOIIKY
3BiT (OTyeT).

5.14.1 3BiTU npo pe3ynkLTaTy aHanisy A1 OCHOBHUX KOPUCTYBadiB

Ao NoTpibHI pesynbTaT 3paska Anst aHani3y Ta KpuBa NOCUMEHHS, 3BiT NPO aHari3 NoBUHEH ByTun
MpumiTka CTBOPEHMI KOHKPETHUM KopucTyBadeM abo agmiHictpatopom. [lue. Po3ain 5.14.2, 3siTn npo
pe3ynbTaTy aHanisy Anst KOHKPETHOro KopucTyBaya i agMiHicTpartopa.

J1ist OCHOBHHMX KOPHCTYBadiB Iporpama ctBoproe ¢aitn PDF i BimoOpaxkae ¢aiin y BikHI
Adobe Reader. Bu moxete 30epertu Ta po3apykysatu ¢aitn PDF 3a momomororo
nporpamu Adobe Reader. [{st iHcTpyKIii moa0 BukopucTanss nporpamu Adobe
Reader, naruchnite meHro Adobe Reader Help y menio lonomora ([Momoub) nporpamu
Adobe Reader.

CTBOpHTH 3BIT PO PE3YJIBTATH aHAJI3Y:

1. HarucHirs xuomky Mepernanytu pesynbtath (lpocmMoTpeThb pe3ynbTathbl) i BUOepiTh
noTpiOHMIA aHami3 y BikHi, 110 3’siBUThcs. HarucHiTe OK (OK), 1106 Binkputu anamis.
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Cocro-

ID naumenta . TR (CITET= FE Tect Craryc AHKE e
ofipasua mogyns BaTens Tar ouHGKH aanycka
2-5H4 2-5H4 G1 ien FIlHOMOZYGO... Kpert Fll & FV Combo roToBO oK 01/15M19 15:54:36 [~
2-5H5 2-5H5 G2 en FIlHOMOZYGO... Kpert FIl & FV Combo oToBO oK 01/1519 15:55.49
2-5HE 2-5HB G3 en FIlHOMOZYGO... Kpert FIl & FV Combo oToBO oK 01/1518 15:57.00
2-5N2 2-5N2 Cc2 ien FIl NORMAL,FY ... Xpert FIl & FV Combo [oToBO oK 011319 14:13:46
2-5N3 2-5N3 C3 ien OLVBKA Kpert FIl & FV Combo He 3agepweHo Owwdka (0171319 14:14:10
2-5N4 2-5N4 C4 ien FIl NORMAL,FY ... Xpert FIl & FV Combo [oToBO oK 011319 14:14:33
2-5N5 2-5N5 D1 ien FIl NORMAL,FY ... Xpert FIl & FV Combo roToBO oK 01/1319 14:15.06
2-5NE 12-5N6 D2 jen FIl HOPMANEH... Xpert Fll & FV Combo roToBo oK 01/131% 14:15:35
M2H1 2H1 D3 en FIlHOMOZYGO.. Kpert Fll oToBO oK 01/1319 14:18:02
2H2 2H2 E1 en FIlHOMOZYGO.. Kpert Fll oToBO oK 01/1319 14:16:25
2H3 2H3 E2 en FIlHOMOZYGO.. Kpert Fll oToBO oK 01/1319 14:16:48
ZH4 2H4 E3 ien FIlHOMOZYGO... Kpert FIl [oToBO oK 011319 14:17:12
ZHS 2H5 F1 ien FIlHOMOZYGO... Kpert FIl [oToBO oK 011319 14:17.37 1
2HE 2HG6 F2 ien FIlHOMOZYGO... Xpert Fll roToBO oK 01/1319 14:18:00 |
2N 2N1 M3 ien Fll NORMAL Kpert Fll roToBO oK 01/1319 14:03:56
2N2 2N2 M1 ien FIl NORMAL Kpert Fll roToBO oK 01/1319 14:04.47
2M3 2N3 M3 en FIl NORMAL Kpert Fll oToBO oK 01/1319 14:05:12
2M4 2N4 WES en FIl NORMAL Kpert Fll oToBO oK 01/1319 14:05:37
ZM5 2NG 01 en FIl NORMAL Kpert Fll MoToRO OK 01/1318 14:05:58 ‘
ZME 2NG 02 ien Fll NORMAL Kpert Fll [oToBO oK 011319 14:06:24
5H1 5H1 F3 FV HOMOZYGO... Kpert FY [oToBO oK 0141319 14:18:26 -
ok || omewm |

MantoHok 5-53. [lianoroese BikHO BubpaTtu aHani3 ansa nepernsagy
(BbibpaTb aHanu3 ans npocMoTpa)

2. Harucuits kHOnKy 3BiT (OTYeT), 11106 cTBOpUTH PDF-(aiin.

GeneXpert® Dx Syster
R GereXpert® Dx Sytem

Coapgarte ananus lNpoeepuTL CTaTYC OCTaHOBHTL aHANMU3 NMpocwmoTp pes.

Monk3soearens Basic Use

[ Pes || ounbrn | |

ID naumenTa” 2-3N6
ID nauvenTa 2 2-5N6

ID o6pasua* 2-5N6
Tect Xpert Fll & FV Combo Bepcus 1

PesynbTtar

Tun 0Bp |ﬂpvroe b
Opyroi Tvn oGpasua Monb3osarens Userl
MpumeyaHna Bpewms sanycka 12/13/20 14:15:35

Bpema okoHY. 12/13/20 14:45:15
Crartyc lNotoBo

For In Vitro Diagnostic Use Only.

[oen || oer

MantwoHok 5-54. Bubparum 3BiT, w06 ctBoputn PDF
(BbIbpaTb oT4eT, YTobObI co3aaTb PDF)
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3. PDF-¢aiin BinkpuBaerscs y BikHi Adobe Reader. ®aiin PDF moxe Oytn
30epexeHnit a00 HaAPYKOBaHMH 3a JOIIOMOTOI0 IIPOrPaMHOTO 3a0€31eUeHHS

Acrobat. [Iyig iHCTpyKIIi#i moa0 Bukopuctanus nporpamu Adobe Reader, HaTucHITH

mento Adobe Reader Help y menro [lonomora (Momouub) nporpamu Adobe Reader.

£ 2-5N6 20140113 143535 ocronnie pd - Adobe Acrobat Resder

File Edit View Window Help

Home Tools 2-5N6_2014.01.13... %
B = Q e R M@ w5 BEAT O
1 Comment
GeneXpert PC 07/14/22 08:54:43 /A, Fill & Sign
OT4eT no aHanuzam . @ More Tools
ID nauneHTa*: 2-5N6
ID 2 nayueHTa: 2-5N6
ID obpasua*: 2-5N6 |
Tun aHanusa: O6pasel
> Tun oBpasua: N
MNHdopmaymsa o TecTe
Tect Bepcua Tecta Tun Tecta
Xpert Fll & FV Combo 1 AuarHocTuka in vitro
PesynbTat: FIl HOPMATBHbIN;
FV HOPMAILHBIA

Convert and edit PDFs
with Acrobat Pro DC

Start Free Trial
MNonb3oBaTens: 1

——— — g = — T -

MantoHok 5-55. OcHoBHMM 3BIT BigkpuTun B Adobe Reader
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GeneXpert PC 07/14/22 08:54:43
OT4eT No aHanuaam

ID nauueHTa*: H351885382682R
ID 2 nauueHTa:

ID obpazua*: HN237945

Tun aHanusa: O6paszel,

Tun obpasua:

MHdopmayns o TecTe

TecT Bepcus Tecta Tun Tecta
Xpert FIl & FV Combo 1 HwarHoctuka in vitro

PesynbtaT: Fll HOPMANBbHBbIW;
FV HOPMATbHbI

Monb3oeaTtent: Basict

Crartyc: [oToBO Bpems 3anycka: 07/13/22 14:15:35
Cpok rogHocTh*: 11/16/24 Bpems okoHu.: 07/13/22 14:45:15
Bepcua MO: 6.5 C/H aHanusaTopa: 801225
C/H kapTpuaxa*: 116820908 C/H wmogyns: 607389
ID naptuu peaktuea*: 04701 HasBaHue Moayns: D2
MpumMeyvaHnsa:
Ownbkn
<Het>
Tex. MHuumansl/gaTa WHuumansel cynepeusopal/gaTa
* yKa3blBa&T, YTO KOHKpeTHOE nore BeINo 3anonHeHo ¢ UCMoMNb30BaHUEM CKaHepa LUTPUX-
KoAoB

For In Vitro Diagnostic Use Only.

GeneXpert® Dx System Bepcusa 6.5 KOH®UOEHLM Ctpanunua 1\1

MantwoHok 5-56. NMpuknag 3BiT Nnpo aHani3 - OCHOBHUM KOPUCTYyBa4
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5.14.2

3BiTU NPO pe3ynbTaTy aHani3y Ana KOHKPeTHOro
KOopucTyBaya i agMmiHicTpaTopa

s onuii KoHkpeTHUI KopuCTyBad 1 anMiHicTpaTop, mporpaMHe 3ade3rnedeHHs
JT03BOJISIE KOPUCTYBAUEBi HAJAIITYBaTH 3BIT IIPO aHaJi3 mepen crBopeHHsM PDF.

CTBOpHTH 3BIT PO PE3YJIBTaTH aHAJI3Y:

1. Harucuirs xuomnky MepernaHytu pesynbTtaty (lpocmoTpeThb pe3ynbTathl). Bubepits
anami3(-n), sskuit Bu xouere BKIIOYNTH 10 3BiTY, BIAMITHBLIM KBaapar(-u),
po3TanioBanmii(-i) JTiBOPYd Bifg ereMeHTa(-iB):

IHoai y rpadbi PesynbraT (Pe3ynbrar) gianoroBoro BikHa 3BiT npo aHani3 (OT4yeT 06 aHanuse)

BaxnuBo BigobOpaxaeTbCcA nuwe YacTuHa iHcopmauii npo pesynsrar. [ins nepernsay pewTu
iHchopmauii pesynkraTie nepeMicTiTe Kypcop Muwwku Ha rpady PesynbTat (Pesynbrar).

OTyeT No aHanW3al — - Iﬁ

Pe3ynkTar N0 aHanuTy
[v] OnimHEIH
[v] Mk nnaenexus
[v| MoapoBHocTH NO owKbke
[] MOHCK M yCTPaHEHHe HeNCTIPABHOCTEH
[ Coobmenusn
[ cTopma
[_] 3amMeHeHHbIe UHKNLI
D - e Dara
ID naumenta R e Monk: Tect Cratyc o:':'ﬁ(:u i
] 2-5H1 F1 jen [FIlHOMOZYGOU.. Xpert FIl & FV Combo [Fotoea oK 101/15/19 15:48:33 [+
O & 2-5H2 F2 jen FINHOMOZYGOU.. Xpert FIl & FV Combo oToBO oK 01/15/19 15:51:45
[} _2—5H3 2-5H3 _F4 j_en :FII HOMOZ\’GOU...?(DQH Fll & Fv¥ Combo :FOTOEO __GK :D‘I.i‘l 519 15:53:24 |
[ 2-5H4 2-5H4 _G‘I jen ;FII HOMOZYGOU...Xpert Fll & FV Combo roToBO _GK (01415119 15:54:36
[0 [2-5H5 2-5H_5 G2 jen iFII _HOMOZYGOU...)_(DeFt EII & FV Combo :FOTOEO oK .U‘Ii‘! 5119 ‘!5:55 49
[0 [2-5HE 2-5H6 G3 jen FIlHOMOZYGOU. [Xpert FIl & FV Combo |Fotoeo oK |01/15M19 15:57.00
O [2-5N2 2-5N2 c2 jen FIl NORMALFV .. Xpert FIl & FV Combo oToBO oK D_111311B14—j3 48
[ 2-5N3 2-5N3 _C3 ien _OLIJMEH'.A ?_(D_eFtFII&FVCOmDO He 3agep _GLUMGKa __0111311914-21410
[ 2-5N4 2-5M4 _C4 jen :FII NORMALFY .. ?_(pert Fll & FV¥ Combo _E!_'OTOEO _OK :_U‘Ii‘l 319141433 |
[0 2-5N5 2-5N5 D1 jen FIINORMAL;FY ... XpertFll & FV Combo [oToBO oK 101113119 14:15:06 | |
[V 2-5NB 2-BNB D2 jen FIl HOPMANBHBI._Xpert FIl & FV Combo FoToBo oK 1011319 141535
O [2H1 2H1 _D3 jen :FII HOMOZYGOUS Xpert FIl Irotoso _GK 0113119 14:16:02
] 2H_2 2Hz __Eﬂ jen _FII _HOMOZYGOUS)_(DQH EII roToso oK 011‘!3119 ‘!4—:_‘]5 25
| ] _2H3 2H3 __EZ Jen :FII HOMOZYGOUS?(DeFt Fll _FOTOEO __OK _U‘IJ‘IBJ‘IH 14:16:48 I
O |2H4 2H4 E3 jen F HOMOZYGOUS Xpert FIl [FoToBo oK 011319 1417:12 | |
1 2HA IHA F1 ien EIHOMOZYOO | nert Fll Cornen nl’d 041319 141 et
| leHepHpoBaTk thain oT4eTa | MpeaeapuTensHLil npocMoTp PDF ‘ | 3aKkpeiTh ‘
MantwoHok 5-57. [lianoroBe BikHO Bubpartu aHanis ana nepernsagy
(BbIbpaTb aHanu3 gnsa npocMoTpa)

2. Y BepxXHBOMY JIiBOMY KYTi JIiaJIOTOBOTO BiKHA AOCTYIHI AEKUJIbKa THITIB iH(pOpMAITii.
Bubepits inpopmariro, sky Bu xodere BKIFOUUTH 70 3BITY, BiIMiTHBIIN
KBajpar(-1), po3TalloBaHuii(-1) TiBOpyY BiX eneMeHTa(-iB):

*  MNoppoduui (OnbITHLIN)—3 BrIaaku Moapoduui (ONbITHLIN) y 3BiT MOXKHA
BKITIOUUTH Ha3BH 3pa3KiB IS aHAII3Y, 3HAYCHHS Ta PE3yJIbTaTh IepeBipKu
30H/1a, IPYTY MIKOBY BHCOTY TOXiHOI Ta POpMy KpUBOI.
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Miku nnaBneHHs (Mukn nnaBneHna)—BuOepiTh iKY MIABICHHS U151 BKITIOUYCHHS
y 3BiT, SIKIIO 3aCTOCOBHO.

Moapoouui nomunku (MoapodHOCTM NO owKnbKe)—BrbepiTh, 100 BKIOYUTH
Oyb-sKy iH(pOpMaIito mpo NoMWIKY Ha BKIaii Momunku (Owmokm), sikiro
3aCTOCOBHO.

YcyHeHHs HecnpaBHocTel (Mouck n yctpaHeHue HeucnpaBHOCTeN)—BubepiTh st
BKJIFOUCHHS Y 3BIT iH(opMaIii Mpo YCYHEHHsI HECIIPaBHOCTEH, SIKIIIO 3aCTOCOBHO.

MosigomneHHs (CoobweHnna)—Bubepith s BKIIOUCHHS Y 3BIT MTOBiIOMIICHb,
1110 CTOCYIOTBHCSI QHaJII3Y, SKIIO 3aCTOCOBHO.

IcTopis (UcTopua)—BubepiTh /st BKIFOYEHHS OyIb-IKUX 3MiH, BHECCHUX B
pe3ynsTaTH aHaii3y y Bkaaami leropia (Mctopus), skio 3acTtocoBHO.

3amMiHeHO NporoHu (3ameHeHHbIN UMKNbl)—He BHOHpaiiTe el KBaIpaTHK; BiH
3ape3epBOBaHUIA sl MaHOYTHIX (PYHKI[IOHAIBHIX XapaKTePUCTHUK.

Kuomnka Pe3ynbTar 3pa3ka ans aHanisy (Pe3aynbTar no aHanusy) nossoise
KOPHCTYBaueBi BHOpATH KOHKPETHY 1H()OPMALIitO, SIKY CIIi/I BKIFOYUTH B PO3ILIT
3BiTYy Pe3synbrar 3pa3ka ans anamnizy (Pesynbrar mo aHanmzy) (AuB.

Mamtonok 5-58).

%&pme Pesynbtar no ananuty é

\ LoctynHo | BbiOpaHHble
KOHeuYH. Ty. HasgaHue aHanura

Ct

WHTepnperauus Pesynbra
Mpuynna

Pesynbrar AHanusupyemo
Pesynbrar npoBepKu Kaye
LleneBo pgenbra Ct

A% |A] |V

OK OTMEeHUTb

.

MantoHok 5-58. [lianoroBe BikHO Bubpatu pe3synbraT 3pa3ka gns aHanisy

(BbibepuTe pe3ynbTaT No aHanu3y)
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11106 BKJIIOYMTH KOHKPETHI aHi 3pa3ka JUIsd aHalli3y y 3BiT, BHOEPITh OMUH 200
KiJIbKa TyHKTiB y Tpadi [JJocTynHo ([lOCTYNHO) Ta HaTHCHITH KHOIKY 3i CTPIIKOIO
BIIPaBo, 11100 mepemicTutH ix y rpadgy BubpaHo (BbiopaHo). 11106 BumyunTH
TIEBHI 3pa3Ky /IS aHaJli3y 31 3BiTy, BUOEPITh OJMH a00 KUTbKa MyHKTIB 3 Tpadu
BubpaHo (BbI6paHo) Ta HATHCHITH KHOTIKY 31 CTPLIKOO BIIiBO, 100
nepeMictuT iX y rpady JoctynHo (focTynHo). HatrckaHHAM moABiHHOT
CTPIJIKU BIIPaBo a00 MOABIMHOT CTPIIKK BJIIBO MOYKHA BKJTIOUUTH UM BUKITFOUUTH
31 3BiTy yci myHKTH. [liciis BHOOpY MyHKTIB TaHUX 3pa3KiB A1 aHATI3Y,
HatucHITh KHOTIKY OK, 11106 3aKkpuTH mianorose BikHO Bubparu pesynasrar
3paska ais aHainizy (BeiOpars pesynbrar o0pasma it aHam3a).

3. 3aBepummBIIN BHOIp, HATUCHITH OHY 200 OOHM/BI 3 HACTYIHUX KHOIIOK Y
niajgoroBoMy BikHi 3BIT mpo aHami3 (Otuer 00 aHanmse):

»  3reHepysatu ¢haiin 3BiTy (Co3patk ¢ann otyeta)—CrBopenns PDF-daitny Ta
30epeKeHHS HOT0 3a 3aMOBYYBaHHSAM Yy BU3HAYCHOMY Bamu MicIti.

*  HarucHits kHOTIKY 3reHepyBaTh ¢aiin 3BiTy (Co3paTth paiin otyeTa)
Ha pobogomMy mpocTopi 3BiT npo aHam3 (Otuer 00 aHanm3e) (TUB.
MautoHok 5-57), mo06 crBoputu PDF-daiin 3BiTy npo aHamni3. 3’ siBUThCS
niajgoroBe BikHO 3reHepyBaru (aiin 3Bity (Co3mars dhaiiin oTdyera), ke
no3BonuTh Bam 36epertu ¢aiin y Bkazanomy micui. Hatucuite 36epertu
(CoxpaHuTb), xomu Bu miepeiinere 10 BUOPaHOTO pO3TAIIyBaHHS.

*  Jlnst HeoOOB’ I3KOBOTO IPYKY 3BiTY HEPEHIITh 10 MicLisl 30€peKeHHs,
BIIKpHIATE 3BIT MPO aHAII3 1 HAIPYKyHTe fioro. byne HampykoBaHuii 3BiT
PO aHali3, MoAiOHMI 10 3BITY MPO aHai3, HOKa3aHOro Ha MaioHok 5-59
Ta MamoHok 5-60. OcTaHHS CTOpPiHKA 3BITY IPO aHAJI3 MiCTHTH OJIOK
MiAMUCIB U4 3aTBEPIKCHHS JPYKOBaHUX 3BiTiB PO aHaI3.

Y 3BiTi Npo aHanis, Wwo Bigobpaxaetbca B MantoHok 5-59 i MantoHok 5-60, BubpaHi onuii MNMogpobuui
(Oetanm), Miku nnaBneHHs (Muku nnaenexus) i Moapo6uui nomunkm (detanu ownokn).
KoHKpeTHi 3BiTV Npo aHania MoXxyTb OyTK [OBLUMMKM ab0 KOPOTLLUMMM, 3arexHo Big BUOpaHMX
napameTpiB Ta NyHKTIB, L0 3aCTOCOBYIOTLCA A0 aHaniay.

Mpumitka

*  NonepepaHin nepernspg PDF (MpeaBaputenbHbii npocMoTp PDF)—CrBopenns
PDF-daitny Ta Binoopakenus (daiiny y Bikai Adobe Reader. ®aitn PDF
MOxKe OyTH 30epexeHui a00 HaJiPYKOBaHUH 32 JIOTIOMOTOI0 ITPOrPaMHOTO
3abe3neuenHs Acrobat. JIms iHCTPYKIiH MIOI0 BUKOPUCTAHHS TPOTpaMu
Adobe Reader, narucuits merto Adobe Reader Help y menro [lonomora
(Momowb) mporpamu Adobe Reader.

»  3akputy (3aKpbITb)—Ilicis cTBOpeHHs 3BiTY(-iB) PO aHai3 HATHCHITH
3akputh (3aKpbITb), 1106 3akpuTH BikHO 3BiT mpo aHaii3 (OTueT 06 aHaIu3e).

4.  Sxmo BBiMKHEeHO [IpyKyBaHHSA 3BiTy Npo aHani3 nicna 3akiHyeHHsa aHanisy (Mevatb
oTyeTa 00 aHanu3e Nocne OKOHYaHMA aHanKu3a), KO>KEeH 3BiT PO aHajIi3 aBTOMAaTHIHO
IpYKyBaTUMETHCS MicIis 3aBepiueHHs aHanizy. Jus. Po3nin 2.14, Kongiryparmis
CHUCTCEMMU.

lMocibHuk onepamopa cucmemu GeneXpert Dx 5.63
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GeneXpert PC 07/14/22 09:01:20
OTyeT no aHanua3am

ID nauneHTa*: H351885382682R
ID 2 nayueHTa:

ID obpasua*: HN237945

Twun aHanusa: O6pasel

Twn obpasua:

WHpopmaums o Tecte

Tect Bepcus tecta Twun TecTa
Xpert Fll & FV Combo 1 OnarHocTuka in vitro

PeaynbTar: FIl HOPMAJbHbIW;
FV HOPMAJIbHbIV

PesynbTart no aHanuty

KoHeuH. Pesynbtat Pesynbrar
T. AHanunsnpy npoBepku
€eMoro KayecTBa

BellectBa 30HAOa

FI120210G 24,4 461 MonoXx MPONIEH
FIl 20210A 0,0 20 oTPUL MNMPONIEH
FV 1691G 25,1 347 MOJNIOX MNPOVIAEH
FV 1691A 0,0 17 OTPNL NPOVIOEH
OnbITHbIN
MpB kau. MpB Kkau. Pesynbtar BbicoTa Annpokcuma
3HA 2 3HA 3 NpoBEPKN  nuka 2-n LS KpMBOW
KayecTBa Npon3BOAHO
30HAa n
Fl1 20210G 125 221 126 NMPOVAOEH 0,0 HenpumeHnmo
FI11 20210A 46 179 47 NMPOMIEH 0,0 HenpumeHumo
FV 1691G 57 166 58 NPOMOEH 0,0 HenprmeHnmo
FV 1691A 40 119 41 NMPOVAOEH 0,0 HenpumeHnmo

For In Vitro Diagnostic Use Only.

GeneXpert® Dx System Bepcus 6.5 KOHOUOEHLIA CrtpaHuua 1\2

MantoHok 5-59. Npuknag 3BiT Npo aHani3 - KOHKPeTHUM KopucTyBad i agMiHicTpaTop CTopiHka 1

5-64 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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GeneXpert PC 07/14/22 09:01:20
OT4eT No aHanusam

Mukn NnaBsnexHus

<HenpumeHumo>

[Monb3oBarerns: Detail1

Cratyc: oToBO Bpewms 3anycka: 07/13/22 14:15:35
Cpok rogHocTun™: 11/16/24 Bpems okoHu.: 07/13/22 14:45:15
Bepcus M0O: 6.5 C/H ananu3atopa: 801225

C/H kapTpugxa*: 116820908 C/H mogyns: 607389

ID naptum peaktmea*: 04701 HassaHue moayns: D2
MpumevaHus:

CocTtosiHune owmnbku: OK

Owmnbku
<Het>
Tex. Mhuunansl/gata WHunumanel cynepsu3opa/gaTa
* yKa3bIBaeT, YTO KOHKPETHOE nose Oblno 3anofnHeHo C UCMONb30BaHMEM CKaHepa LUTPUX-
KogoB

For In Vitro Diagnostic Use Only.

GeneXpert® Dx System Bepcus 6.5 KOH®UNOEHLIN CrpaHnua 2\2

MantoHok 5-60. Mpuknag 3BiT Npo aHani3 - KOHKPeTHUM KopUcTyBad i agMmiHicTpaTop CTopiHka 2
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5.15 T[lepeHeceHHs pe3ynbTaTiB aHanily

LWo6 yci aaHi Bigobpaxanucs npaBUbHO, 3BiTU NOBUHHI OyTU 3reHepoBaHi TiElo caMolo

BaxnuBo . . .
MOBOWO, sika Oyna BMkopucTaHa npu 360pi pe3ynbsraTtiB aHani3y.

106 mepeHecTn pe3ynabraT aHaNizy y ¢aitn popmaTty 3HaYCHHS, PO3IIIICHOTO KOMaMH
(.csv), y BikHi [lepernsaa pesyneraris ([IpocMotp pesynbsraro) (nuB. Matonok 5-38 ab6o
Maironok 5-41) natucuite lepeHectu (MepeHecTn).

OCHOBHI KOpUCTYBa4i MOXKYTh MEPEHECTH PE3YJbTATH aHAII3Y, SKHW Hapasi
BimoOpakaeTbes. /[ OCHOBHMX KOPUCTYBadiB 3’ SIBUThCS JAianioroBe BikHO [lepeHecTn
pesynbrar (Ilepenectu pesyibrar) (quB. MamoHok 5-62). 3HaHAITE 1 BUOEPITH MKy,
Ky Oyne mepeHeceHo (daii, BBemiTh iM s (aiity, a moTiM HaTUCHITH 30epertu
(CoxpaHuTb).

OnHOUaCHO BHOMpPATH Ta MEPEHOCUTH PE3yIbTaTH KiJTHKOX aHaJi3iB MOXYTh BUOpaHi
KOpHUCTYBaui Ta aaMmiHicTparop. /s nepeHeceHHs TaKoK MOXKHA BUOPATH Pi3HI
BapiaHTU. 3’aBUTHCA niajoroBe BikHO [lepenecenns nanux (I[lepeHoc maHHBIX) TSt
BUOpaHHUX KOPUCTYBaviB Ta aaMmiHicTpatopa. [luB. MamoHok 5-61.

— el W —

=X

IKCNOPTUPOBATL A3HHbIE

/ 3kcnop-Tb BoibpanHoe (4NA KBanudu,. TecTos)

[V Hactpoliku ananuza

[vi Pesynbrar
[v] Ontuyeckue ganubie
[_] NanHble nnaenexus
[C] Daeneuue
[_] AMnnKTYAa, YacTota W paGouHi UMK yNLTPA3BYKOBOro Hanyyarens
[_] Temneparypa Harpesarens
Cocro-
D Ha3seaHue Nara =
nauweHTa 6 Monyns Mons3oBarens Pesynerar Tecr Craryc o::;em sanycka \
v| |H351890377714R HA245614 A1 Detail User ERROR Xpert CDIFFICILE roToBO Owubka |04/29/19 15:56:42 ||
[J |H351875882682R |TT555698 B3 Basic User ERROR HIV-1 Quant IUO CE Mpepeado Owwbka |04/16/19 14:57:38
[0 |H351890382682R |TG478589 B2 Administration ... HIV-1 NOT DET... |HIV-1 Quant IUO CE rotoeo OK 04/16/19 14:52:39
[J |H351890345682R |CR538763 VBd Administration ...MTB NOT DETE... Xpert MTB-RIF US IVD MoToBO OK 04/16/19 13:39:27 |
[ |H39590382682R |KW630987 B3 Administration ... MRSA NEGATIV... VXpen SA Nasal Complet...MoToBO OK 704/16/19 13:38:00 |7
[JJ |H351873382682R |GH487365 A3 Administration ... MRSA NEGATIV... Xpert SA Nasal Complet... loToeo OK 04/16/19 13:36:08 | ==
[ |H351898782682R |SR543267 A2 Administration ... MRSA POSITIV... |Xpert SANasal Complet... "oToe0 OK 04/16/19 13:34:19
[ |H351890382682R \DU155637 B2 Administration ... MRSA NEGATIV... Xpert SA Nasal Complet... loToBo OK 04/16/19 13:32:37
[ |H351890382682W RL986632 |A4 Detail User MRSA POSITIV... |Xpert SA Nasal Complet..["oToB0 OK 704115119 17:33:44
\ [ |H351877782682Y GK563895 B1 Detail User ERROR Xpert MTB-RIF US IVD MpepsaHo Owubka |04/15/19 17:32:28 ||
|
Buibpars OTMeHHT BbibGop Buibpars OTMeHHTL BbiGOp
Bce Bcex BblaeneHHoe BblifleneHHoro
\ 3Kcnop-Tb | | OTMeHHTE |
MantoHok 5-61. [lianoroBe BikHO lNepeHeceHHs AaHuX (MepeHOC AaHHLIX)
(nuwe BnGpaHi kopucTyBadi Ta agMiHicTpaTop)
5-66 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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VY BepXHbOMY JIIBOMY KYTi JiaJIOTOBOTO BiKHA JOCTYITHI JEKiJIbKa THITIB iH(opMallii.
Bubepits indopmariito, ssky Bu xodere BKIIOUUTH IS IEpEHECEHHS, BiMITHBIIN
KBajpar(-1), po3TauioBaHui(-1) JTiBOpyY Bifl eleMeHTa(-iB):

. MapameTpu 3pa3ska ansa aHanisy (MapameTpbl 06pa3ua ans aHanu3a)—Bubepits st
BKJIFOUCHHS TTapaMeTPiB 3pa3ka /Ui aHali3y B 3BIT.

. PesynbTat aHanisy (Peaynbtat aHanu3a)—Bubepith I BKIIIOUCHHS PE3yJIbTaTy
aHai3y y 3BiT.

. OnTuyHi paHi (OnTMyeckme AaHHble)}—BuOepiTh IS 10AaBaHHSA ONTHYHKUX JaHUX Y
3BIT.

. [ani nnaBnexHs ([aHHble nnaBneHns)—BubepiTh, 100 BKIFOYNATH JaHi IUIABICHHS
Y 3BIT.

. Tuck ([laBneHne)—Bubepith, 11106 10maTH iHGOPMAIIiFO PO THUCK Y 3BIT.

. Amnnityaa, YactoTa Ta poboymii LUKN yNbTPa3BYKOBOrO BUNPOMiHIOBaYa
(AmnnuTtypga, 4actoTa M paboyunin LUMKN yNbLTPa3ByKOBOro usnyyarens)—Bubepits,
00 BKIIFOYMTH Y 3BIT aMIUTITYy, YaCTOTY Ta pOOOYNH MUK YABTPa3ByKOBOTO
BUITPOMiHIOBaYa.

. Temnepatypa HarpiBaya (Temnepatypa HarpeBaTens)}—Bubepits, 100 BKIIOUUTH
iH(opMaIlito mpo TeMnepaTypy Harpipava y 3BiT.

Bubepith pe3ynbraTi aHamizy Ta HOB’s3aHy iHpopMalito, ssKy Bu xoueTe nepeHecTH.
Yotupu KHOMKH BHU3Y ekpaHa Bubpatu Bci (Bbibpatb Bce), CkacyBatn BUbip ycix
(OtmenuTb BbIGOP BCex), Bubpatn BupineHi (Bbibpath BbigeneHHble) Ta CkacyBatu BUGIp
BuaineHnx (OTMeHUTb BbIOOP BbIAENEHHbIX) € sipjuKamu it BUOopy. HaTuCHITH
MepeHectu (MepeHecTn), koiam 3poduTe Bamr Bubip. 3’IBUTHCS AiajlOrOBE BIKHO
[lepenecenns pesynprary (IlepeHoc pesynbrara) (quB. MamoHok 5-62). 3HaHAITH i
BHUOEPITh ManKy, Kyau Oyze nepeHeceHo Qaii, BBeIiTh iM’s (ailily, a OTIM HATHCHITh
36epertu (CoxpaHuTb).

Manka NepeHeCceHHs € nankoto 3a 3amoB4yBaHHAM. Konu daiin 3BiTy nepeHocnTbCA, NporpaMHe

Mpumitka ,
3abe3neyeHHs 3anam ATOBY€E OCTaHHE BUKOPUCTOBYBaHE pO3TallyBaHHA.

lMocibHuk onepamopa cucmemu GeneXpert Dx 5.67
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B 3xcnopr pesynstara &
Save In: Iljexport 'I @@@@@

(=3 1. Localization Reports [ %Ratio 0107141
[) %Ratio 010714164912_2019.04.07_16.49.53.csv [ %Ratio 0107141
| |} %Ratio 010714165107_2019.04.07_16.51.56.csv [ %Ratio 0107141 |
|
[} %Ratio 010714170435_2019.04.07_17.05.17.csv [ %Ratio 0107142
[ %Ratio 010714174035_2019.04.07_17.41.16.csv [ %Ratio 0107142
[ %Ratio 010714174128_2019.04.07_17.42.15.csv [ %Ratio 0107142
FileName:  [SD142231_2019.04.19_14.48.06.cs\ |
Files of Type: | 3HaueHun, pasfeneHHble 3anATon (QV) R I
| save || cancel |
| 4

MantoHok 5-62. [lianoroBe BikHO lNepeHeceHHs pe3ynbTaTy (MepeHoc pe3synkrara)

BiokpuTTta Ta nepernapg cganny .csv

[lepeneceHi pe3yabpraTs aHalizy MOXHA BiIKpUTH 3a gonomoroto Apache OpenOffice
(AOO) abo inmIoi nporpamu, ska miarpumye daiinu popmary .csv. HactymHi iHCTpyKIii
onucyroTh BuKkopucTanHs AOO 1 BiIKpUTTS Ta neperisny ¢airy gopmary .csv.

Owue. Jopatok D onsa getanbHUX iHCTPYKUin woao HanawTyeaHHA Apache OpenOffice.

Cuctemy GeneXpert Dx, sunyLeHy ao 30 nuctonaga 2015 poky MoxHa BcTaHOBMTU Ha Microsoft
Office, a dannu popmarty .csv MOXHa BigKpUTV Ta NepernsiHyTh, BUKOPUCTOBYHOUN Nporpamy Excel,
TaKOX AOCTYMHY B LIbOMY MakKeTi NporpamHoro 3abesnevyeHHs.

MpumiTka

1. V¥V marmmi GeneXpert Baroi cucremu, mepeiinites mo nanku lMepeHeceHHs (MepeHoc).
KrnamniTe mpaBoro KHOTIKOIO MUIII Ha (aiin .csv, skuii Bu xouere Bigkputu. Komn
3’SIBUTHCS CIIaHE MEHIO, HATHCHITEH BigKpuTh 3a gonomoroto (OTKpbITb C NOMOLYbLIO)
i Bubepits OpenOffice Calc. [Tus. Mantonok 5-63.

5-68 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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. » Computer » Local Disk (C:) » GeneXpert » export

G-

Organize + §l Open ~ Print Burn New folder == | .'@1
% Favorites Mame Date modified Type Size
Bl Desktop ‘E RF-46-193_#1_2019.02 .03 22.53.33 020343 5:01 PM_ OpenOffice.org XML 1.0 Spreadshest 37KB
& Downloads Open
| Recent Places Mew
Print
=l Libraries Edit
4 Documents Scan with Microsoft Security Essentia
’JV‘ Music Open with 'j Notepad
k=] Pictures Restore previous versions _fl' OpenOffice Calc
B videos )
Sendto V2 WordPad
18 Computer cut Choose default program...
£, Local Disk (C) Copy
o= UUI(E)
Create shortcut
ﬁ_i Metwork Delete
Rename
Properties

4

RF-46-193_#1_2019.02.03 22.53.33 Date modified: (2/03/2019 5:01 PM
al OpenOffice.org XML 1.0 Spreadsheet Size: 36.3 KB

1

Date created: 02/03/2019 4:45 PM

L

4

MantoHok 5-63. BigkpuTtta channy .csv ana HanawTtyBaHHsa AOO (npuknag)

3’sBuThCs ekpan ImmopT Tekery (Mmmopt Tekera). Ha mpoMy expani mepeBipTe, 9u

BiaMiveHi npanopi iBopyd Bix Koma (Koma) ta LiutoBaHe none y Burnagi Tekcty
(LUntnpyemoe none B Buge Tekcta). Jlus. Mamonok 5-64.

VY cmagnomy merro Habip cumeonie (Habop cumsonos):

Jl1st omHOOaTOBHX MOB (aHITIIHCHKA, (hpaHITy3bKa, iCTIaHChKA, TTOPTYTaIbChKa,
iTamiiiceKa, HiMeIbKa, pociiicbka) Bubepits OHikoa (UTF-8) (OHukoa UTF-8).

Jlist 6arato0aiToBUX MOB (SITMIOHCHKA Ta KuTalchka) BubOepith KOHikop (KOHMKoA).

lMocibHuk onepamopa cucmemu GeneXpert Dx
303-1548-UK, Peg.A 2023-07
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9 Text Import - [GeneXpert_2019.0325_15.06.23.csv]

Import
Character set
Language Default - English (USA) IZH
Frem row 1 =

Separator options

() Fixed width

@ Separated by \
[£] Tab [¥] Comma [T] Other
[ Semicolon [T space
[7] Merge delimiters Text delimiter

Ngother options
Quoted field as text

[7] Detect special numbers

Cancel

11

Help

[st -

Fields
|Standard |Standard
1 GeneXpert Dx System
2 Bystem Hame GeneXpert BC
3 Exported Date 03,/25/1909:59:05
4 Report User Hame <None>
5
6 RSSAY INFORMRTION
7 Rasay ¥pert MRSL G3
< | = —m | ) 3

MantoHok 5-64. EkpaH ImnopT Tekcty (UMmnopT TekcTa)

i3 BUOOpPOM HOBUX HanawTyBaHb

[Ticist miaTBepHKEHHS PO3/ILIIOBayYa Ta iHIIKX mapameTpiB HaTuCHITH OK.

BinoOpasutbes daiin .csv.

Komu ¢aiin BiAKpUETHCS, HATUCHITH Ha BEPXHIH JIBUH KyT apKyIlia, 00 BUILIATH

BCl KJIITHHKH, K TOKa3aHO B MaltoHOK 5-65.

5-70
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File Edit View Insert Format Tools Data Window Help x
BEE-us et YERae-¢ 00 8l by HBEEQ O [
‘el Flw [JB/fU s===5 H%¥® e 0-2-4A-
AL:AMIL048576 AE =] Properties G
] I | b - | O Text = Ml
GeneXpert Dx System F £
2 System Name GeneXpert PC [0 [
"W Exported Date 04/13/19 14:35:54 - B
W Report User Name e el o B 7 U-wm KIK
e
b - é- -
“A|ASSAY INFORMATION @
MMAssay Xpert CT_NG | E Alignment =]
W Assay Version 3 _ _ £l
Assay Type In Vitro Diagnostic ==
[Assay Disclaimer For In Vitro Diagnostic Use Only.
Left indent: D Wrap text
0 pt M T
(Analysis Settings . Elerge ces
Sample ID DS348710 | Text orientation: |
Patient ID H2376540987123 i s B 3
Assay Xpert CT_NG egrees
e E [£] Vertically stacked
Assay Type In Vitro Diagnostic
Test Type Specimen El Cell Appearance =]
Sample Type Cell background:
Notes
<Insufficient privilege to access data> H— -
Cell porder:
RESULT TABLE B .
Sample ID DS348710 : 2
Patient ID H2376540987123 : -
WAssa Xpert CT_NG
Aﬁﬁaz V= - 3 Show cell grid lines
|Assay Tvoe In Vitro Diaanostic sl = -

&%) DS348710_2017.0

MantoHok 5-65. BubpaHo Bci KniTUHKN

KramniTe mpaBoro KHOIIKOIO MUIII Ha 3arojoBKy rpadu. CriagHe MEeHIO 3’ SBUTHCS
crpasa Bij rpadu (auB. MaioHok 5-66).

VY upomy cnagHoMy MeHio BuOepitsh LnpuHa rpadm (LLinpuna rpadbi).

KnauHiTe npaBoto KHOMKOK MULLi y 3aronoBKy rpadu

File Edit View Insert Format Tools #ata Window Help 0
| @ B YEXKEE-¢ 9D-C- @8k by A2@EQ @ [ e 2
[zl [z B7 U =s===8 % ¥ = 0-2-A-
] % & = | Properties X =
8 1 D . = = A
Format Cells... Sext =
olumn Width... B 10 B h.
Report User Name <& Optimal Column Width... - B 7 U-~fn [KIs
[#] Delete Columns é, e
ASSAY INFORMATION &  Delete Contents... | ®
Assay Hid = Alignment =] |
Assay Version e 3 —— £
Assay Type Show i |
A Disclai Use Only.
Sody Discemer o6 Cut se ol Left indent: [7] Wrap text :
Analysis Setti B | 0pt [ Merge cells
alysis Settings :
Sam)|;le D 9 B3 Paste :| Text orientation: =
Patient ID paste Specnt v 5 ‘
Assay Xpert CT_NG egrees
Assay Version — : 3 [] Vertically stacked
Assay Type In Vitro Diagnostic
Test Type Specimen = Cell Appearance =]
Sample Type Cell background:
Notes
<Insufficient privilege to access data> -
Cell border:
RESULT TABLE Sa
Sample ID DS348710 ¥
Patient ID H2376540987123 |
Assay Xpert CT_NG -
Assay Version 3 ~ | [¥] Show cell grid lines i

MantoHok 5-66. CnagHe MeHK Ana BUGOpy WNPUHU rpacdu

lMocibHuk onepamopa cucmemu GeneXpert Dx
303-1548-UK, Peg.A 2023-07
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7. 3’sButkcs gianorose BikHO [upuna rpadu (ILupuna rpader). Jus. Manronok 5-67.

Column Width N

—

MantoHok 5-67. [lianorose BikHO LLinpuHa rpacdu (LUnpuHa rpacbi)

8.  HarucHiTth mparmopetib JIiBOpyd Bijg 3Ha4Y€HHA 3a 3aMOBYYBaHHAM (3HayeHue no
yMon4aHuio), a notim HatucHiTh OK, 1106 3akputu fianorose BikHo. [lIupuna rpadu
Oyze HamamToBaHa, i ¢aitn Oyne BimdopMaroBaHo, K MOKa3aHO Ha MaoHOK 5-68.
KnanHiTth y Oyab-skoMy Miciii TOPOXKHIX Tpad, mob «cracyBaTH BUOIp» CHHIX
KIIITHHOK 1 3HOBY 3pOOUTH KIITHHKH OiTHMHU.

File Edit View Inset Format Tools Data Window Help X
: - % = r Y o 7 oo M - »
B-E2-He el $EXLR-¢ B-¢- @8 by AOEEQ O [ & §
i @d | Al e [ B7ZU ===3= % %% == O0-2-4- .

£6 = A E = | Properties x|

A l B I C I D ﬁ F I G I H ] T E Text B8 * —

1 GeneXpert Dx System HE

2 |System Nam»GeneXpert PC sk El 1 [+ %
3 |Exported Dat04/13/19 14:35:54 , . »
4 |Report User PAdministration User E B 7 U-~«m [KI<

5 G2
| — A - "
7 |ASSAY INFORMATION #)
8 |Assay Xpert CT_NG &

9 |Assay Versie 3 = = _ -@
10 |Assay Type In Vitro Diagnostic = = =

11 |Assay Discl2 For In Vitro Diagnostic Use Only ) -

12 Left indent: [7] Wrap text
——13 Opt - Merge cells

14 |Analysis Settings ; o = |

15 [Sample D DS348710 | Tex orientation: =

16 |Patient ID  H2376540987123 A od EJ

17 |Assay Xpert CT_NG < j S9Ies

18 |Assay Versic ‘ i 3 } 7] Vertically stacked

19 |Assay Type |In Vitro Diagnostic

20 |Test Type  Specimen =l Cell Appearance |
| 2L |Sample Type Cell background:

22 |Notes

23 |<Insufficient privilege to access data> H— -
'——“‘27_: Cell border:

26 |RESULT TABLE

27 |Sample ID  DS348710 i

28 |Patient ID  H2376540987123

29 |Assay Xpert CT_NG =

30 |Assay Versio 3 - || Show cell grid lines
(14)(«][»)(»1]' Sheet1 / < m » I -
Sheet1/1 Default STD |* Sum=0 @—&— @ |100%

ManwoHok 5-68. NMpuknag nepeHeceHUX pe3ynbraTiB aHani3y

9. Jlnst 36epekeHHs JOKyMeHTa HaTHCHITH 30epertn (Coxpanutb) mix merto ®aiin (Pain).

5.72 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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5.16 3aBaHTaXXeHHS pe3ynbTaTiB aHanily B XOCT

SIKIIO MiOKIIOYEHHS IO XOCTY BBIMKHEHO, KHOIIKA 3aBaHTaXWTW aHani3 (3arpy3uTtb
aHanu3) (quB. MamoHOK 5-69) M03BOSUTH BUOpATH aHai3(-1) T 3aBAHTAKEHHS B XOCT.
Jlist mompo6utts muB. Posmin 5.21, Po6oTa 3 miakiIodeHHsIM IO XOCTY.

-
n GeneXpert® Dx System

-

]

|5

MpoBepHTb CTaryc

Co3natb aHanus

ID obpazua

TZ637890

Tecr Xpert CT_NG
Bepcua 3
Tun OGpaszey :
Tun obpasua | Apyroe

Monb3oBatent YnpasneHwe AaHHbIMM  OTyetsl Hactpoiik OGcnyxusanue [pocwmorp pes. O nporpamme
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5.17

5171

Baxnuso

KepyBaHHAA oaHMMM pe3ynbTaTiB aHanisy

Cucrema GeneXpert Dx BKITIouae 6a3y maHHX, SKa MICTUTh yCi 30€peKeHi pe3ynpTaTH
anami3y. Bu moxere:

. KepyBaru manuMu pe3yibTariB aHAII3Y:

*  ApxiByBaTH aHaJli3y, a IOTIM BUAAJINTH apXiBOBaHi aHaNi3H, 1100 30epertu
npocrtip 6a3u manux (auB. Po3min 5.17.1, ApXiByBaHHS aHAi3iB).

e Jlicratu aHami3u 3 apxiBHOro ¢aitny (nuB. Po3ain 5.17.2, BunydeHHs nanux 3
apxiBHOTO (aiiny).

. BuxonyBaru kepyBaHHs 0a3010 TaHUX (TUIBKHU Iij] Yac 3aIyCKy Ta BAMKHEHHSI
CUCTEMH):

*  CrBopuTH pe3epBHY Kot 6a3u ganux (auB. Po3nin 5.18.1, CtBopeHHs
pe3epBHOI KoITii 0a3u TaHuX).

. BinnoBurtu 6a3y nanux (aus. Po3nin 5.18.2, BinHoBieHHs 0a3u JaHKX).
*  CrucHyTtH 6a3y manux (muB. Po3min 5.18.3, CtucHeHHs 023U NaHUX).

Anminictparop cucremMu GeneXpert Dx Bu3Hauae, uu € y Bac 1o3Bonu ans 3aBaaHb
kepyBaHH: ganuMu. Jus. Posnin 2.13, BusHadeHHS KOpHCTYBadiB Ta JO3BOIIB.
3BepHiThes A0 Bammoro agminicrparopa cucremu GeneXpert Dx, mo0 HamamrtyBatu
JI03BOJIM BiANOBinHO 110 Bammx Bumor.

ApxiByBaHHSA aHanisiB

ApxiByBaHHS aHalli3iB 103Boysie Bam nepenecTun Barmri gaHi i, SKII0 MOTPiOHO,
3BUIBHSIOTH Miclie B 0a3i AaHuX. Bu MOXKeTe OHOUACHO apXiByBaTH JICKijIbKa aHai3iB.
Oxpim BukoHaHHS (DYHKIIT Oe3MeYyHOro MexaHi3My 30epexeHHs, Bu Moxkere HagaTtu
apxieHi Qarinu Cepheid mis anamizy mig yac ycyHeHHs1 HecnipaBHocteit. [Iporec
apxiByBaHHS CTBOPIOE KOITIIO aHali3y Ta 30epirae maHi y daimi .nxx.

Heski pinbTpy eNeKTPOHHOT NOLWTU MOXYTb GrnokyBaTh hainm 3 po3WnpPeHHAMM .nxX. AKLLLO
MOXINMBO, BigperyntonTe inbTp Balwoi enekTpoHHOI nowTn a6o, AKWOo NoTPiGHO, 3MiHITb
PO3LUMPEHHS.
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Jns Toro, 1mo0 3aapxiByBaTy JaHi aHaTi3Yy:

1.V Bikui cucremu GeneXpert Dx y merio KepyBaHHA gaHumu (YnpaBneHue AaHHbIMMU)
HaTHCHITH ApXiByBaTH aHani3 (ApXMBMpPOBaTb aHanus). 3’ sIBUTHCS AiajI0TOBE BIKHO
Bubparu anani3(-u) ans apxiByBanss (BeiOpars aHamus (-bl) Uit apXUBUPOBAHHS).

[_] Mackupogars ID

Jus. Mamronox 5-70.

[ BE ie bl K3 CNKCKA NOCNe apXHBHPOBAHHKA (P BE YHO)
Cocro-
D 2 ST Mone: Pe: Tecr Craryc fAHKe uﬁay::am Y
[ |H112874895762R |SD142231 A1 Detail User OLWWBKA Xpert BCR-ABL Monitor IS [MpepeaHo |Owubka |04/19/19 14:47:06
[ |H112874895762R |SD142231 Al Detail User OTPULATESbH... Xpert CDIFFICILE rotoeo OK 04/19/19 14:44:33
[J |H351890382682T |HG656788 K3 Detail User HIV-1 DETECTE... HIV-1 Quant IUO CE [oToB0 OK 04/08/19 15:47:13
[T |negative control negative control K4 Detail User HIV-1 NOT DET... HIV-1 QuantIUO CE roToB0 OK 04/08/19 15:45:43
[J |H351890386682R |FT343558 K2 Detail User HIV-1 DETECTE...|HIV-1 Quant IUO CE rotoeo OK 04/08/19 15:42:27
[ |H351890382682T |HG656788 A2 Administration ... |HIV-1 DETECTE...|HIV-1 Quant IUO CE rotoso OK 04/08/19 14:57:16
[ 386682R |FT343557 A3 Administration ... |HIV-1 DETECTE... HIV-1 Quant IUO CE rotoso OK 04/08/19 14:55:27 7
[ 51890377714R  |HA245614 A1 Detail User ERROR Xpert CDIFFICILE rotoeo Owubka |03/29/19 15:56:42 =
H351890377714R  HA245621 Al Detail User NO RESULT Xpert CDIFFICILE rotoeo Ownbka 3... 03/29/19 15:56:42
[ |H351875882682R |TT555698 B3 Basic User ERROR HIV-1 QuantIUO CE MpepeaHo Ownbka |03/16/19 14:57:38
[ |H351890382682R | TG478589 B2 Administration ... ‘HIV-‘I NOT DET... |HIV-1 QuantIUO CE oToBO OK 03/16/19 14:52:39
[ |H351890345682R |CR538763 B4 Administration ... MTB NOT DETE... |Xpert MTB-RIF US IVD rotoso OK 03/16/19 13:39:27
[J |H39590382682R | KW630987 B3 Administration ... MRSA NEGATIV... |Xpert SA Nasal Complet... MoToB0 OK 03/16/19 13:38:00
[J |H351873382682R |GH487365 A3 Administration ... MRSA NEGATIV... |Xpert SA Nasal Complet... FoToo OK 03/16/19 13:36:08 |
[]|H351898782682R |SR543267 A2 Administration ... MRSA POSITIVE... Xpert SA Nasal Complet... FoToBO OK 03/16/19 13:34:19|¥
Bbibpars OTtMeHHTb BbIGOp Boibpars OTMeHnTs BbIGOp BbIOpaTb HOBbIN
Bce Bcex BbifienenHoe BbifienenHoro apxue
|
OK | | OTMeHUTL ’
MantoHok 5-70. lianorose BikHO Bubpatu aHanis(-u) ans apxisyBaHHA
(BblbpaTb aHanu3(-bl) ANA apxXxMBMPOBaHUSA)
2.  Bubepitp anani3(-n), siki Bu xouere 3aapxiByBaty. HaticHiTh npamopens 01
KOJKHOTO aHalizy, sikuii Bu xodere apxiByBaru. uB. MamoHok 5-70. Bu moxeTe
BUOpaTH OKpeMi aHalli31 OMH 3a OMHUM a0o BHOpaTH Oarato aHali3iB, HATHCHYBLIH
OIIHY 3 HACTYITHUX KHOTIOK Y HIDKHIHM yacThHI ekpany «BuOparu anamiz(-u) mis
apxiByBaHHS»:
*  Bwubparu Bci (BbiOpaThb Bce) — JInst BHOOpPY BCiX aHAIi3iB y TaOIHUII.
«  Bubpatu Bugineni (Boibpatb BblgeneHHsle) — [list BuGopy aHamisis, siki Bu
BUIUIAIN.
+  Bubpatu HoBMIA apxiB (BbIOpaTb HOBbLIN apxuB) — [yt BUOOPY JHIlIe THX
aHai3iB, AKi paHime He OyIu 3aapXiBOBaHI.
Bu Takox MoxeTe yTpumyBaTu KnasiLli Shift a6o Ctrl, wo6 suginuTy kinbka aHanisis nigpsg abo B
MpumiTtka XaoTM4HOMY MopsaKy Ha ekpaHi Bubpatu ananis(-n) onsa apxisyBaHHs (Beibpatb aHanma(-bl) Ans

apxXvBUpOBaHWs).

[Ticnst BuOOpyY aHamiziB Ha ekpani BuOparu ananiz(-u)v mist apxisyBanHns (Beiopars
aHanw3(-bl) 711 apXUBUPOBAHIS ) HATUCHITH OHY 3 HACTYITHUX KHOIIOK, III00
CKacyBaTH BHOIp JesKuX ad0 BCiX aHATi3iB:

lMocibHuk onepamopa cucmemu GeneXpert Dx
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+  Ckacysatu Bubip ycix (OTmeHuTb BbI6op BCex) — CkacyBaHHs BUOOPY BCiX
aHaJi3iB y BiKHI.

+  Ckacysatu Bubip Buginenux (OTMeHUTb BbIOOp BblaeneHHbIX) — CkacyBaHHs
BHOOpY aHaIi3iB, ki Bu Bumimmy.

Ha nonmarok no Bubopy aHami3iB [ist apxiByBaHHS, € ABi PYHKII1, pO3TalIOBaHi

Haropi ekpany BuOparu anani3(-u) ans apxiByBaHHs (BriOpars ananms(-b1) 1uis

apXHBHUPOBaHU), SIKi, MO>KIIMBO, IOTPiOHO Oyne oOpatu:

»  Mackysatu ID (MackupoBatb ID) — BuGepith 1to ¢yHKIIi0, k1o Bu xouere
Hazgicnary TexHivHiNi miaTpumil Cepheid aeski moTodHi AaHi, ae Xodere
MpUXOBaTH-KOH(IIEHIIHHY iHpopMalito nanienTta. Jlus. manienra ta ID
3pa3KiB IiJl 4ac apXiByBaHHS TecTy (HIDKYE) A AeTalbHimol iHpopMmarrii.

*  BwupaneHHsa BMGpaHuX aHani3iB 3i cnUCKy nicna apxiByBaHHSA (peKOMEHAOBaHO
womicaus) (YaaneHve BbIOpaHHbLIX aHANM30B M3 CKUCKA MOCHe apXUBUPOBaHMA
(pexomeHAyeTCA exeMecAYHo)) — Bubepith 1to (GyHKIIi0, 11100 3BITBHUTH Miciie
Ha koM 'torepi. [Ticis Toro, sik BuUOpaHi aHani3u Oynu yCIIilIHO 3aapXiBOBaHi,
BOHH BUIAJSIOTECS 3 Oa3y JaHUX.

3. Harucuits OK. BimoOpaskaeThbcs MOBiIOMIICHHS MIPO IMiATBEPIKEHHS 3aIIUTy Ha
apXxiByBaHHS.

4. HarwucHits Mpogoxuty (MpoaomkuTb). 3’ ABUTHCS iagorose BikHO 30epertu
(CoxpaHutsb).
Harucuits BigMmiHa (OTMeHUTB), 11106 He BUKOHYBATH apXiByBaHHSI.

5. 3HaiimiTe i BUOEPITH MarKy, B AKii Bu xo4ueTe 30epertu apxiBHUH daitn (.gxx/.nxx),
BBEJIITh iM’s1 apxiBHOTO (aiiy, a moTiM HaTHCHITH 36epertn (CoxpaHuTb).

3a 3aMOBYYBaHHAAM apXiB PO3MilLYETbCS y Nanui NnepeHeceHHA, po3TalloBaHil Ha

YBara XOPCTKOMY AUCKY KoMmmn’toTepa. LLlo6 3ano6irTu BTpaTi AaHunx, cpannmu B nanui nepeHeceHHs
- NOBUHHI NepioANYHO KOMilOBaTUCA Ha iHWKUIK komn’'toTep abo cepBep. SAKLWO cucTemy

(S GeneXpert Dx nigknioyeHo Ao Mepexi, MOXHa apxiByBaTu ¢hannu 6esanocepegHbO Ha

v cepBep. LLlo6 HanawTyBaTn Micue po3TawlyBaHHA apxiBy, AMB. Po3ain 2.14.2, Bknagka

HanawTyBaHHA apxiBy (HacTpoiika apxuBa).

6. Iicnsa Toro sk daiinu OyayTh 3aapxiBOBaHi, 3’ IBUTHCS 11aIOTOBE BIKHO
ApxiBauii(-1) anami3(-u) (ApXuBHBII(-¢) aHaN3(-bl)), SIKE BKa3y€ Ha Te, 0 aHATi3H
Oynu ycmimHo 3aapxiBoBani. HatucHiTs OK.
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7. Slkmio Bu Bubpanu omiiro Buganutv BuOpaHi aHaniaum 3i cnucky nicnsa apxiByBaHHs
(pexomeHnpoBaHo WomicAus) (YaaneHne BbIOpaHHbIX aHaNW30B U3 CNMCKa Nocre
apXMBMPOBaHMA (PEKOMEHAYETCA eXKeMEeCAYHO)), 3’ IBUTHCS TiaI0TOBE BIKHO
Bunanmutu ananiz(-u) (Beiopars ananu3(-b1)), sike 03Havya€, M0 BUOpaHi aHATI3U
OynyTh BUpaneHi 3 6asu manux. Harucuite Tak (0a) ast miarBepmkerns abo
HarucHiTh Hi (HeT), 106 ve Buanstu Bubpanuii(-1) anamiz(-1) 3 6a3u JaHUX.

YBara

— fAkwo paHi apxiByloTbcs Ta BugansoTbes 3 6a3uv AaHux, Toai apxiBHi hannu mictutumyTb
nuuwe ID nauieHTa, ane He gemorpadi4Hi AaHi nauieHTa. ToMy BOHU He OyAyTb OOCTYMNHi

: 3HOBY i He 6yAyTb BUKOPUCTOBYBATUCA Y MalOYTHiX PilUeHHAX LWOAO NiAKIMIOYEeHHS.

Baxnueo po3ymitu, WO KON aHanian 6ynu saapxiBoBaHi, BOHM He Oyn1 OCTaToO4YHO BUAaneHi
3 komn’toTepa. BoHun 6ynu Buny4eHi 3 6a3M AaHUX OCHOBHOI CUCTEMMU Ta 36epexeHi B

apxiBHomy chaini, konu 6yno Bu6paHo onuito Buganutu BUGpani aHanism 3i cnucky nicns
Baxnueo apxiByBaHHA (peKomMeHA0BaHO wWomicAus) (YaaneHne BbIOpaHHbIX aHAaNW30B U3 CNMCKa

nocne apXuBUpPOBaHUSA (PeKOMEHAYETCA eXXeMeCAYHO)). AHanisu MoxHa BUNY4YMUTY 3 apXiBy,
AKLLO Lile Heo6XiaHO ANA NoAanbLIOro BUKOPUCTaHHA. AuB. Po3ain 5.17.2, Buny4yeHHA gaHux
3 apxiBHoro channy.

nauieHTa Ta ID 3pa3kiB nig Yac apxiByBaHHS TeCTy

MackyBaHnHs 3pa3ka Ta |D narfienta 103Bosisie KiIieHTaM Hajcuiaatd TexHivHa miaTpuMKa
Cepheid meski gaHi mijg TUTaHHAM, aje MIPUXOBYe KOH(DiMeHIIHAY iH(GOpMaIIito marieHTa.

Skmo BigmiveHo kinituHky Mackysatu ID (MackupoBath ID), po3ramoBany y BepXHbOMY
JIiBOMY KyTi JiajgoroBoro BikHa BuOparu tect(-u) mis apxiByBanas (Beiopats Tect(-51)
nuis apxuBupoBaHus) (auB. Mamonok 5-70), Best indopmanis npo ID 3paska ta ID
TIaIliEHTa MaCKy€ThCS.

YBara! Micnsa Toro, sik Bu 3amackyeTe iHopmadito npo ID 3pa3ka Ta (a6o) nauieHTa gnsa apxiBHoro
- TecTy, sikwo Bu Buny4yuTte iHchopmauiro npo tect, iHcbopmauis npo ID 3pa3ka Ta nauieHTa Bce
C oaHo 6ynge mackyBaTucsi. Bu noBuHHI 36epiraTu konito apxiBHoi iHbopmauii npo TecT Ha

3 Mmicui 6e3 mackyBaHHSA iHdpopMmaii.

lMocibHuk onepamopa cucmemu GeneXpert Dx
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5.17.2 BwunyyeHHA AaHuXx 3 apxiBHOro danny

YBara

e D

-

Axkwo aHanis, Akun B Bunyyvaere, BXe iCHy€e B NOTOYHIM 6a3i gaHuX, nporpamMHe

3abe3neyvyeHHs nepesanuiue NOro, a iCHyHui gaHi 6yayTb BTpayeHi.

Bu MokeTe BIITydHTH JaHI aHaMi3y 3 apxiBHOTO (haiimy. [ mporo moTpiOHO:

1.

V BikHi cuctemu GeneXpert Dx y metro KepyBaHHa aaHumu (YnpasneHue AaHHbIMK)
HaTtucHITE Bunyuntu aHanis (M3Bneyb aHanus). 3’aBUTHCS dialoroBE BIKHO
Bigkputu (OTKpHBITS).

3HalaiTh 1 BUOCPITh apXiBHUM (aiii (.gxXx/.nxX), a MOTIM HATUCHITH BigKpUTH
(OTKpbITB), 11100 BriTyurTH 0OpaHuii(-1) aHai3(-1) 31 cTapux a00 HOBUX apXiBHHX
(atiis.

S0 B apXiBi € aHAII3H, SKi BXKE iCHYIOTh y 0a3i TaHuX, Oyzie moKa3aHe JiaoroBe
BikHO Bumyunrtu anamiz(-u) (M3Bneus aHamm3(-bl)) 3 HOBiIOMJICHHSIM PO YHCIIO

MOBTOPIOBaHuX aHami3iB. Harucuite OK.

3’SIBIATHCSI aHAIII3H, SIKi BXKe ICHYIOTh y OTO4YHiH 0a3i 1aHHX.

HarucHits BigmiHa (OTMeHUTB) y mianoroBomy BikHi Binkput (OTKpBITE), 100 HE

BUITY4aTH Oy/b-sIKUX apXiBHUX aHAJi3iB.

3’sBUTHCA Aianorose BikHO BuOparu anani3(-u) ans BunyuenHs (BeidpaTs
aHanw3(-bl) 71 U3BJIeUeHns) (IuB. MamroHok 5-71). Buaineni 4epBoHUM KOJTEOPOM

Nara

ID naunenTa Craryc 3anycka
W |H351890382682T HGE56788 K3 DetailUser  HIV-1 DETECTED HIV-1QuantlUOCE  [otoeo  OK 04108/19 15:47:13 |~
W negative control  negative control K& DetailUser  HIV-1NOT DETECHIV-1QuantlUOCE ~ [otoso  |OK 04108119 15:45:43 |
[ H351890386682R [FT343558 k2 DetailUser  HIV-1 DETECTED HIV-1QuantlUOCE  [otoso  OK loainsr1g 15:42:27 %
[vI H351890382682T HG656788 A2 |Administration UsHIV-1 DETECTED HIV-1 Quant IUO CE otoBo oK 04/08/19 14:57:16 Z
[Vl H351890386682R |[FT343557 A3 \Administration UsHIV-1 DETECTED HIV-1 Quant IUO CE oToBO OK 04/08/19 14:55:27 é
[ |Hast8e0377782R TL332298 B1 BasicUser  MTBNOTDETECTXpertMTB-RFUSVD  lotoso  OK 03116/18 14:58:50 g
[ H351875882682R TT555698 B3 BasicUser  ERROR HIV-1QuantlUOCE  Mpepeano Owwbka  |03/16/19 14:57:38 g
[V |H351890382682R TGA478589 B2 Administration UsHIV-1 NOT DETECHIV-1QuantlUOCE ~ [otoso  |OK 03/16/19 14:52:39 %
[V |H351890345682R (CR538763 B4 Administration USMTB NOT DETECTXpert MTB-RIFUS VD~ [otogo  (OK 03/16/19 13:39:27 g
V] H30500382682R  KW630987 B3 AAdministration USMRSA NEGATIVE;SXpert SA Nasal Complete ("orog0 (0K lo3116/19 13:38:00 |
[vi H351873382682R |GH487365 A3 Administration UsMRSA NEGATIVE;SXpert SA Nasal Complete (FoToso OK _03/16/19 13:36:08 %
] |H351898782682R |SR543267 a2 Administration USMRSA POSITIVE:S Xpert SA Nasal Complete (Fotogo (0K 03/16/19 13:34:19 f;
[ H351890382682R DU155637 B2 |administration USMRSA NEGATIVE;SXpert SA Nasal Complete ("oto0  |OK 03116119 13:32:37 0
[V H351890382682W RLO86632 A4 DetailUser  MRSA POSITIVE;SXpert SA Nasal Complete (oto0  |OK 03115119 17:33:44
[vi H351877782682Y |GK563895 B1 Detail User ERROR Xpert MTB-RIF US IVD Mpepeano Owunbka |03/15/19 17:32:28
[ H356120382682R TF277650 B4 Detail User  MTBNOT DETECTXpert MTB-RIFUSIVD  [oroso  OK loars19 17:31:20
[/ H351855982682R |UJ690762 B3 Detail User  FIlHETEROZYGOWpert FIl & FV Combo  [oroso  (OK loar15119 17:29:35
[ |H351890596082R UJ787933 3 DetailUser  FII NORMAL:FV NCXpertFIl &FV Combo  [otoso  OK loansi9 17:28:47
V] |H351885382682R HN237945 2 Detail User Il HOMOZYGOUSXpert FIl &FV Combo  otoeo  OK loarsi19 17:27:55 |+
Beibpars OTmeHuTb BbiGOp Buibpars OTmeHNTb BbiGOp Buibparb
Bce Bcex BuigenenHoe BbiieneHHoro Ne ny6nukara
| ok || omewm |

MantoHok 5-71. [lianorose BikHO Bubpatu aHanis(-u) ansa Buny4YeHHs

(Bbi6paTb aHanu3(-bl) ANA U3BNe4YeHuUs)
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Bubepits ananisy, siki Bu 6axaere Buryuntu. Bu Moxkere BHOpaTy okpeMi aHaIi3u
OJIVH 32 OTHUM a00 BUOpaTH OaraTo aHali3iB, HATUCHYBIIHW OJHE 3 HACTYITHOTO:

+  Bubpatu Bci (Bbibpath Bee) — [l BUOOpY BCiX aHAMI3iB y TaOMIHIIi.

»  Bwubpatu BugineHi (Boibpath BblgeneHHblie) — i Bubopy anasisis, ki Bu
BUIUIHIIN.

»  Bubpatu 6e3 konin (Bbibpatb 6e3 konui) — [l BUOOpY JIMIIIE TUX aHATI3IB,
SIKUX HEMAa€ y TIOTOYHIH 0a3i JaHuX.

»  [licnst BuOOpy aHali3iB y JianoroBoMy BikHi BuOpartu aHamizu st
BuiTydeHHs 3 (BrIOpaTh aHaam3bl U1 U3BJICUCHUS C) HATUCHITH OAHY 3
HACTYIHUX KHOIIOK, 1100 cKacyBaTH BUOIp Jesikux abo BCiX aHawi3iB:

*  Harucuits CkacyBatu BuGip ycix (OTMeHUTb BbIGOpP BCeX), 106 BiaMiHHTH
BCi BUOpaHi aHaNi3| y JiaJIoTOBOMY BiKHi.

*  Harucuits CkacyBatu BUGip BUAineHnx (OTMEHUTb BbIGOP BblAENeHHbIX),
00 BiAMiHUTHU BUOIp BUAIJICHUX aHAI3iB.

HarucHite OK, 1106 BumyunT BuOpanuii(-i) anamiz(-u). 3’sBUTHCS [iaJ0r0Be BIKHO
Amnani3(-u) nns BurydeHHs (AHaIH3(-bI) IS U3BJICYCHHUS) 13 3aITUTOM IIPO
MiATBEPPKEHHS BUITYYCHHS.

Harucuite BigmiHa (OTMeHUTB), 11100 He BuyuaTn Bubpanuii(-i) anamiz(-u) 3 6asu
JaHUX.

V nianoroBoMy BikHi BuyunTn ananiz(-u) (M3Bneds ananu3(-bl)) HATUCHITH
Mpoposxuty (Mpogomkuts). [Ticis BuydeHHs BuOpaHoro(-ux) anamisy(-iB),
3’SIBUTHCS TIOBIIOMJICHHS [TPO MiATBEPIKCHHS BUITYYCHHS aHaITi3iB.

VY nmianoroBomy BikHi miaTBepmkeHHs Bunyuntn anamiz(-u) (M3Bieus anamu3(-51)),
narucHite OK.
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5.18

BukoHaHHA 3aBOaHb KepyBaHHS 623010 AaHUX

3aBmaHHs KepyBaHHs 0a3010 TaHUX MOKYTh BUKOHYBATHCS JIMIIE ITiJ] Yac 3aIyCcKy Ta
BUMKHEHHSI CUCTEMH.

. CTBOpITH pe3epBHY Korriro 6a3u manux (nuB. Po3gin 5.18.1, CTBOpeHHS pe3epBHOI
KOIIii 0a3u TaHMX).

. BigaoButn 6a3y manux (muB. Po3min 5.18.2, BiqHoBneHHs 0a3u JaHUX).
. CrucnytH 6a3y nanux (quB. Po3min 5.18.3, CTUCHEHHS 0331 JaHHX).

Amminictpatop cuctemu GeneXpert Dx Bu3Hauae, un Maete Bu 103Bin Ha 3aBOaHHS
KepyBaHHS 0a3ot0 nanux. Aus. Po3nin 2.13, BuzHaueHHs1 KOPHCTYBayiB Ta JO3BOJIIB.
3BepHITHCS 0 aaMiHicTparopa cuctemu GeneXpert DX, o0 HajgamTyBaTH JT03BOIH
BiamoBiaHo 10 Bammx Bumor. Skiio HaragyBaHHA Npo kepyBaHHA 6a3010 AaHMX
(HanomuHaHus 06 ynpaBneHun 6a3oi AaHHbIX) aKTHBOBAHI, ITij Yac 3aIyCKy
KOpHCTYBaueBi Oyzie 3alpolIOHOBaHO BUKOHATH KepyBaHHs 0a3010 gaHuXx. [loBinomiieHHS
3’SIBUTHCS, JIMIIE SIKIO KOPUCTYBAa4 Ma€ TpaBa BUKOHYBATH Il 3aBIaHHI. SIKIIO
KOPHCTYBau HE Ma€ HisKHUX i3 1uX mpas abo skuio HarapyBaHHA npo kepyBaHHA 6a3010
AaHux (HanomuHaHusa 06 ynpaBneHuu 6a30M faHHbIX) He aKTHBOBAHI, IIOBIIOMIIEHHS HE
BinoOpasutbes. JuB. MamoHok 5-72.

Ynpasnenue 6asoi gaHHbIX i&l

f@ . Bbl XOTHTE BbLINOMHKTL 3aaHHA NO yNpasneHnio 6a3on NaHHbIX?

g
[na || ver |

MantoHok 5-72. [lianoroBe BikHO KepyBaHHA 6a30t0 gaHux
(YnpaBneHue 6a3o# gaHHbIX)

8.  SIkmio Bu He X04ueTe BUKOHYBATH 3aBIaHHS KepYBaHHs 023010 TaHUX, HATHCHITH
Hi (Het) y mianoroBomy BikHi KepyBanHs 06a3oto nanux (YnpasieHue 0a30ii JaHHbIX)
(muB. MamoHOK 5-72) Ta mepeinits mo Po3min 5.2.3.2, HaragyBanus
[porepminyBanus apxiBy (IIpoctpouxa apxusa).

SAxmo Bu xoueTe BUKOHYBAaTH 3aBIaHHS KepyBaHHS 023010 JaHUX, HATUCHITh
Tak (fa) y nianoroBomy BikHi KepyBanHs 6a3oro nanux (YipasieHue 0a3oi
NaHHBIX) (muB. MamoHok 5-72). 3’sButbes BikHO KepyBaHHs 633010 TaHUX
(Ynpasnenue 6a3oii manubIx). JIus. Mamronok 5-73.
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5.18.1 CTBOpeHHA pe3epBHOI Konii 6a3n gaHux

Bu moBuHHI NepioJMyHO CTBOPIOBATH PE3EPBHY KOMir0 BCiei 0a3u maHuX 1 30epiratu
pe3epBHY KOMiI0 Ha iHIIOMY KOMII toTepi abo Ha iHIoMy Hocii 1y 30epiranas. Skimo
KOMIT'I0Tep BUi/Ie 3 J1any, Bu MokeTe BIIHOBHTH BCIO 0a3y JaHUX 3a JIOTIOMOTOIO
PE3epBHOI KOTIii.

JIst CTBOpPEHHST pe3epBHOI Komil 0a3u JaHMX:

1. BubGepite CTBOpUTU pe3epBHY konito 6a3n AaHux (Co3aaTtb pe3epBHYHO KOMUIO
AaHHbIX) y BikHi KepyBanus 6a3oro manux (YipaeieHue 0a30¥ JaHHBIX)
(muB. MaioHoK 5-73).

2.  Harucwuits Mpoposxuty (MpogomkuTs).

-
ﬂ ¥npasnenwe Gasod faHHLIX @

BreibepHTe 3a0aHHe, WenNKHATE [BeINONHKTL] ANA NpoOon¥KeHnA.

\@r PezepBHOE KONMHpOBaHWe 0askbl NAHHBIX

) BoccTaHoBnenne 0asbl JaHHBIX

) Cware Gazy QAHHBIX \

OTMEHHTE | ‘ BHINOMHKTE |

MantoHok 5-73. BikHo KepyBaHHs 6a3oto gaHux (YnpaBneHue 6a3on AaHHbIX)

3. 3Haiimite i BHOEPITH Manky, B kit Bu xoueTe 30epertu Qaitn pe3epBHOI Kotii,
BBEITh iM s (aiily pe3epBHOI KorIii (200 BUKOPUCTOBYHTE iM s aiiiny 3a
3aMOBYYBaHHsAM), a ITOTIM HaTHCHITE 30epertu (CoxpaHuTb). Y mporieci pesepBHOTO
KOIifOBaHHA Oyze CTBOpeHo (aiin .zip y BkazaHoMy Bamu po3rauryBanHi (1uB.
MamtoHok 5-74).

n PesepsHoe konuposaHue 6asbi gaHHbix o — ﬁ
— — —_—
Save In: MjBackun " @ @ @ @@
] RestoreTemp [ 3.0.2_cleanz
[} 2.1.20_clean.zip [ 3.0.3_clean.z
[ 21.20_pAzip [ 3.0.4_clean.z
3 21.21_pAzip [ 3.0.4_clean1
[ 2.1.22_clean.zip [ 3.0.4_clean2
[} 3.0.0_clean.zip [ 3.0.4_pa.zip
~
I»

File Name:  |GeneXpert PC_2019.04.19_15.05.49_GX_3.0.4zip| |
Files of Type: | ®ainel pezepeHbIX KONWH 6a3 AaHHbIX (.Zip) A% |

save Cancel |

MantoHokK 5-74. HanmeHyBaHHA thanny pe3epBHOI Konii
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Mpumitka

YBara

e D

A

5.18.2

YBara

e D

A

Mpumitka

4. IIporec pe3epBHOrO KOIMIOBAHHS BIAPI3HIETHCS 1 3aJICKHUTD BiJl KIJTBKOCTI TaHUX Y
0a3i JaHUX Ta MIBHIIKOCTI POOOTH KOMIT FoTepa (CTapi KOMII FOTEPH MOXKYTh 3aiHITH
OinbIIe Yacy).

Byno BusiBneHo, wo konitoBaHHA 1000 aHanisie 3anmae meHwe 30 s (c), a konitoBaHHst 3000
aHanisie 3aimMae MeHLwe min (xB).

J1ist BEMKKMX pe3epBHUX KOMii 0a3 MaHWX BifoOpakaTHMEThCS TTaHEIb BUKOHAHHSI.
[Ticnst 3aBepIeHHS POLIECY PE3EPBHOTO KOTIOBAHHS 3’ IBUTHCS TIOBIIOMIICHHS TIPO
3aBepIIeHHS Tporecy (nmuB. MamroHok 5-75).

Pesepsroe konuposaHue 6asbl AaHHbIX l&l

A—

| ﬂf Pe3epBHOe KONHPOBaHHEe 3aBepueHo.

OK

MantoHok 5-75. EkpaH Pe3epBHe KonitoBaHHA 3aBepLUEHO
(Pe3epBHOe KONMpoOBaHMe 3aBepLUEHO)

3a 3amoBUYyBaHHAM po3TallyBaHHA pe3epBHOI Konii 6a3n AaHux — ue nanka Pe3epBHoro
KOMilOBaHHS, po3TallOBaHa Ha XXOPCTKOMY AUCKY koMmn’loTepa. LLlo6 3ano6irru BTpari AaHux,
c¢hannum B nanui PesepBHOro konitoBaHHs1 NOBUHHI NepiognUYHO KOMikOBaTUCA Ha iHWIUK
komn’toTep abo cepBep. Akwo Cucrema GeneXpert Dx nigknioyeHa [o mepexi, pesepBHY
Konito unx ¢pansniB MOXHa po3MicTUTU GesnocepeaHbLO Ha cepBepi. LLlo6 HanawTyBaTn
po3TallyBaHHs pe3epBHOI Konii 6a3u aaHux, auB. Po3ain 2.14.3, Bknagka Manku (Mankwu).

BiaHoBneHHs 6a3un gaHux

Mpouec BigHOBNEHHA 6a3u AaHMX Nnepe3anucye AaHi B NOTO4HIN 6a3i gaHux. He
BigHOBMIOWUTe 6a3y AaHMX, AKLO NOTOYHA 6a3a AaHUX He NoLuKoAXeHa abo ii He NoTpiGHOo
3amiHOBaTw.

Axwo Bu npautoeTe 3 cuctemoro C360 Sync y Bawin cuctemi, nepekoHavitecs, wo Cepheid
Reporter Daemon npunuHue po6oTy nepepn BigHOBNEHHAM 6a3un gaHux GeneXpert. [us.
MoeigomneHHA npo 6a3y gaHux GeneXpert (CoobueHue o 6a3e gaHHbIX GeneXpert) Ha
sknagui AHanisun (AHanuabl) y C360 Sync Kopomkuii AogidHUK Ans [OKNaLHNX IHCTPYKLiA npo Te,
sk npunuHnTK poboTty Cepheid Reporter Daemon.

Bu MoxeTe BiTHOBUTH BCIO 0a3y JaHMX 3a JOIOMOTO0 (hailily pe3epBHOI KoIii 0a3u
naaux. OCKIJIBKY MPOIEC BiTHOBICHHS Nepe3alucye JaHi B MOTOYHIN 0a3i JaHmX,
crepIry apXiBylTe BCi JAaHi aHali3iB, siKi moTpiOHO 30epertu (auB. Posmin 5.17.1,
ApxiByBaHHS aHaJIi3iB), BiTHOBITh 0a3y JaHMX, a TIOTIM BHIIYYiTh JaHi 3 apXiBHOTO
¢aitny (auB. Po3nin 5.17.2, BuityueHHs aHHUX 3 apXiBHOTO (aiiny).
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s BigHOBICHHS 0a3u TaHUX:

1. Bubepits BigHoBuTM 6a3y aaHux (BocctaHoBUTL a3y AaHHbIX) y BikHi KepyBanHs
0azoro nanux (YmpasieHue 6a3oii qaHHbIX ). [luB. MajroHok 5-76.

-
E ¥npaenexre Basoi AaHHbX Iﬁ

BribepuTe 3afanue, WenkHuTe [BuiNonHnTe] ANA NpOOONKeHHA.
i) PesepEHOe KoNupoBaHue 0asnl JaHHbIX
\E Boccranoenenne Dazbl QaHHBIX

i) Cwark Gazy OaHHEIX \

OTMEHHTL BLINOMHHTE

MantoHok 5-76. BikHo KepyBaHHA 6a30t0 gaHux (YnpaBneHue 6a3oiM AaHHbIX)

2.  Harucwuits Mpoposxutu (MpoaomkuTb). 3’ IBUTHCS ia0TOBE BIKHO i3 3aIIMTOM IIPO
Te, un Xo4uere Bu mepen BiIHOBICHHSAM MMPOBECTH PE3E€PBHE KOIMOBAHHS MOTOYHOT
0a3u naHux (pekoMeHaoBaHo). Jus. MantoHok 5-77.

BoccrarosaeHue 6asbl AaHHBIX @
ABHNE - - ———

”?J XoTHTe Co3AaTb pe3epBHYI0 KONMIO TeKYei fasb! Aal 4yem B ?
l OTMEHHTb BbINONHATL |

MantoHok 5-77. [lianorose BikHO BigHOBUTK 6a3y aaHux
(BoccTtaHOBUTbL 6a3y AaHHbIX)

3. Harucuits MpopoBxutu (MpogonkuTb) y aiaaoroBoMy BikHi MiATBEPIHKECHHS
BigaoButn 6a3y mannx (BoccTraHOBHTH 0a3y MaHHBIX ), OO MPOMOBKHUTH MPOIIEC
PE3epPBHOIO KOMitoBaHHS 0a3u AaHuX (quB. ManroHOK 5-77). 3’ IBUThCS JiaJIOTOBE
BikHO CTBOpPHUTH pe3epBHY Komito 6a3n ganux (Co3marh pe3epBHYIO KOTHIO 06a3bI
naHHbIx). luB. Mamtonok 5-78.

HarucHits BigmiHa (OTMeHWTB), 11100 HEe CTBOPIOBATH PE3ePBHY KO0 0a3u JaHUX
1 mepelTH mpaMo 10 expaHy Bubepite Qaiin s BinHOBICHHS 0a3u NaHUX
(Bribepure aiin ans BoccraHoBneHus 0a3bl JaHHBIX) (quB. MamoHok 5-80).
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r — -
n PesepsHoe konuposaHue 6asbl AaHHbIX
- —

Save In: IIj Backup vl @ @ @ @@

9.03.25_15.33.07_GX_3.0.4.zip [} GeneXpert PC_2019.04.24_10.20.15_GX_3.0.4.zip
.03.25_16.11.48_GX_3.0.4.2ip

9.04.17_14.30.59_GX_3.0.4.zip

9.04.20_12.05.25_GX_3.0.4.zip
.04.21_17.07.07_GX_3.0.4.zip

9.04.22_14.56.37_GX_3.0.4.zip

|

File Name:  |GeneXpert PC_2019.04.19 12.33.12_GX_3.0.4.zip| |

Files of Type: | ®dannbl pe3epeHbIX Konui 6a3 AaHHbIX (.Zip) v |

[ Save H Cancel |

MantoHok 5-78. [lianoroBe BikHO CTBOpUTY pe3epBHY Konito 6a3un gaHux
(Co3paTtb pe3epBHYH Konuko 6a3bl AaHHbIX)

4. 3naiinite i BUOEpiTh MaIKy, B sikii Bu xouete 30epertu ¢aiin pezepBHOI Koii,
BBENITH iM’s (haiiTy pe3epBHOI KoITii (200 BUKOPHCTOBYHTE iM’s (haliiry 3a
3aMOBUYYBaHHM), a MOTIM HaTUCHITH 36epertu (Coxpanutb). Jlus. MastoHok 5-78.

5. PesepBHa komis 6a3u maHux Oyze rmepeMimieHa y BUOpaHe po3rarryBanHs. Yac
PE3epBHOTO KOMiIOBaHHS BiAPI3HAETHCS 1 3aJIEXKUTH BiJl KUTBKOCTI TaHHUX y 0a3i
aHUX Ta MBUIKOCTI pOOOTH KOMII T0Tepa (CTapi KOMIT IOTEPH MOXKYTh 3aiHATH
OinbIe yacy).

Byno BusaBneHo, Lo konitoBaHHs 1000 aHanisie 3anmae meHwe 30 s (¢), a konitoBaHHst 3000

Mpumitka iy » i
aHanisiB 3anmae MeHLue min (xB).

JU7st BeIMKUX pe3epBHUX KOIiif 0a3 TaHUX Bi0OpaKaTUMEThCS MaHeIb BUKOHAHHS.
Ko cTBOpeHHs pe3epBHOI KOMii 3aBEpIIUTHC, 3’ IBUTHCS eKpaH PezepBHe
KomiroBaHHs 3aBepiieHo (PezepBHOE KopHupoBaHue 3aBepuieHo). J(uB. Maronok 5-79.

Pesepsroe konuposaHue 6asbl AaHHbIX ﬁ
 m—

ﬁji j Pe3epBHOE KONHPOBaHHe 3aBepuieHo.

MantoHok 5-79. EkpaH Pe3epBHe KonitoBaHHA 3aBepLUEHO
(Pe3epBHOe KOpMpoOBaHMe 3aBepLUEHO)

6. Harucuits OK. 3’sButhes ekpan Bubepits (haitn 11 BigHOBIEHHS 6a3u JaHUX
(Bribepurte daiin ans BoccTaHoBiaeHus 0a3bl JaHHBIX). JJuB. Mamonok 5-80.
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[~ - - 1
H BuibepuTe daiin ana BOCCTaHOBAEHWA Ba3bl A3HHBIX @

Look In: IIj Backu;\ vl @ @ @ @@

9.03.25_15.33.07_GX_3.0.4.zip [ ) GeneXpert PC_2019.04.19_10.20.1 5_GX_3.0.4.zip|
9.03.25_16.11.48_GX_3.0.4.zip
9.03.17_14.30.59_GX_3.0.4.zip
9.03.20_12.05.25_GX_3.0.4.2ip
9.03.21_17.07.07_GX_3.0.4.zip
9.03.22_14.56.37_GX_3.0.4.zip

|

File Name: | |

Files of Type: [Oaﬁnu pe3epBHbIX Konunk 6a3 OaHHbIX (.Zip) v |
\ onpeme || cancel |

MantoHok 5-80. EkpaH Bubepitb chann gnsa BigHOBRNeHHs 6a3n gaHux
(Bbi6epuTte dann ana BoccTaHOBNEHUA 6a3bl AaHHbIX), 3 iMeHeM channy

7. Bubepith daiin 1 BiAHOBICHHS | HATHCHITH KHONKY Bigkputn (OTKpbITD).

8. 3’saBUTHCS eKpaH miaTBepkeHHs BigHoBuTH 0asy nanux (BoccraHoButh 6a3y
naHHbIX). JJuB. Mamtonok 5-81.

Boccranosnere Gasut aannenc | —— e e —— . e
Mpwu BOoCCTaHOBNEHWK 0a3bl AaHHLIX npousonaer MNE MACb Bawe Tekyuen 6a3bl AaHHbIX C HCNONL30BAHKHEM PE3ePBHOM KOMMH.
@ lWenkuute [TPOAOMKKTL], 4TOOLI NPUCTYNHTL K BOCCTAHO! 6a3bl JaHHbIX.
I OTMEHHUTb I I BbINONHHTL ‘

MantoHok 5-81. [lianoroBe BikHO niaTBepAXeHHs BigHoBUTU 6a3y gaHux
(BoccTtaHOBUTbL 6a3y AaHHbIX)

9. s mpomoBKeHHs HaTHCHITE a00 MpoaoBxkuTy (MpoaonmkuTb) y miaaoroBomMy BikHi
ninTBepkeHHs BinHoBuTH 6a3y nanux (BocctaHoBHTE 033y HaHHBIX), a00
HarucHiTh BigMiHa (OTMeHUTb) 11t BigMiHK Ta TOBEpHEHHS 10 ekpaHy KepyBaHHs
0a3oro nanux (YmnpasneHue 06a30ii JaHHBIX) (quB. MamoHOK 5-76).

10.  Sxmo Bu marucuere Npogoxuty (MpoaoNKUTL), MOYHETHCS BiHOBIECHHS Oa3m
nanux. [Iporiec BiTHOBICHHS BiIPi3HAETHCS 1 3ICKUTH BiJI KUTBKOCTI JaHUX y 0a3i
aHWX Ta MBUIKOCTI pOOOTH KOMII T0Tepa (CTapi KOMII IOTEPH MOXKYTh 3aiHATH
OinbIe yacy).

Byno BusaBneHo, Lo konitoBaHHs 1000 aHanisie 3anmae meHwe 30 s (¢), a konitoBaHHst 3000

Mpumitka iy » i
aHanisiB 3anmae MeHLue min (xB).

J11s BiTHOBIIEHHS BEJTMKUX pPE3EPBHUX KOl 0a3 JaHUX BiJ0OpaKaTUMETHCS TAaHEITh
BUKOHaHHs. [licis 3aBepIlieHHSI TPOLIECY BiIHOBICHHS 3’ IBUTHCS TTOB1IOMIICHHS
Mpo 3aBepieHHs npouecy (auB. MamoHok 5-82).
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5.18.3

11.
12.

BoccraHosnerHue 6asbl 4aHHBIX ﬁ
e

ﬁ Mpouecc BOCCTaHOBNEHUA 3aBepUeH.
—4 Bawa cucrema GeneXpert roroea K nepesanycky.

MantoHok 5-82. EkpaH nigrBepaxxeHHs BigHoBneHHs 6a3n gaHuxX 3aBepLUeHO

(BoccTtaHOoBNeHUe 6a3bl AaHHbIX 3aBEePLUEHO)
Haruchits OK, 1106 3akputu nqomarok nporpamuoro 3adesnedenns GeneXpert Dx.

Sxio moTpibHO, mepe3aIycTiTh IporpaMue 3abe3nedenus GeneXpert DX.
JlokiagHinie mpo 3amyck mporpaMHoro 3abesnedenss auB. Po3nin 5.2.3, 3amyck
MIpOTpaMHOTo 3a0e3IeueHHS.

CTucHeHHA 6a3u gaHux

[epiognunHo cTuckaiite 6a3y gaHUX, MO0 3a0e3MeUNTU €PEKTHBHE BUKOPUCTAHHS MICIIS
B 0a3i maHWX Ta 30€peKCHHS MICII Ha YKOPCTKOMY ITHCKY.

IIJ'I)I CTHCHEHHS 0a3u JaHUX:

1.

4.

Bubepite CTUCHYTH 6a3y AaHux (CxaTb 0a3y AaHHbIX) y BikHi KepyBanms 6a3010
nanux (Yrpaenenue 60a3oi nanHbeix). JluB. ManroHok 5-76.

Harucuites Mpogosxutu (Mpogomkuts) v Bikui KepyBauus 6a3010 1aHMX
(Yrpasnenue 0a30it TaHHBIX). 3’ IBUTHCS J1iaJIOTOBE BIKHO MiITBEPIKESHHS
CrucuayTn 6a3y manmx (Cxarb 60a3y maHHBIX). JluB. MamoHok 5-83.

Cxatb 6a3y aaHHbIX &
| —

fP Iy LWenkuute [Mpoaon: ], 4T00b! BLINONHUTL CXaTHe 6a3bl AaHHbIX.
| OTMEHHTL BbINONHKTL |

MantoHok 5-83. [lianoroBe BikHO niagTBepAXXeHHsA CTUCHYTM 6a3y AaHuX
(CxaTb 6a3y AaHHbIX)

Harwuchits Mpogosxuty (MpoaomkuTk), 106 crucHytH 6a3y nanux. Komu
3aBEPIIUTHCS CTHCHEHHS 0a3u TaHuX, 3’IBUTHCS Jiajorose BikHO CTHCHEHHS 0a3n
nanux 3aBepuieHo (Cxxartre 6a3bl JaHHBIX 3aBepineHo). JuB. Mamonok 5-84.

Cxatb 633y AaHHbIX @
—

p o)
« J—l/ Cxarue 6a3bl JaHHbIX 3aBEPWEHO.

OK

MantoHok 5-84. [lianoroBe BikHO CTUCHEHHA 6a3u AaHUX 3aBepLUEHO
(CxaTtune 6a3bl AaHHbIX 3aBepPLUEHO)

Harucuits OK.
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Okpim CTUCHEHHs1 6a3n faHux, Bu Takox MoxeTe 3aolaamTi Micle, BUuaanvBLUK aHanisv 3 6asu
MpumiTka JaHuXx nicng apxisyBaHHs. [loknagHile npo BuaaneHHs apxiBHUX aHanisis ave. Posain 5.17.1,
ApxiByBaHHS aHanisiB.

5. Harucuits BigMiHa (OTMeHUTB), 11106 3akpuTH BikHO KepyBaHHs 023010 JaHHX
(YrpaBnenue 0a3oi JaHHBIX).

5.19 BwupaneHHs aHani3iB 3 6a3n gaHuXx

AHai3u MOXyTh OyTH BUJAJICH] 3 aKTUBHOT 0a3M TaHUX MICis TX apxiBailii (JIOKIaHiIe
muB. Po3min 5.17.1, ApxiByBaHHS aHai3iB).

Micna apxiBauii aHani3iB BOHN He ByayTb OCTaTO4YHO BMAaneHi 3 komn’totepa. Mpu BMGOPI
napameTpa «Buaanutu Bu6paHi aHani3au 3i cnucky nicns apxiByBaHHs (pekoMeH[OBaHO

BaxnuBo LoMicSILIAA)» BOHU Gynu BunyYeHi 3 oCHOBHOI 6a3u gaHux cucteMu Ta 36epexeHi B
apxiBHomy dbanni. AHaniau MoxXHa BUNy4YUTH 3 apXiBy, AKLO Lie Heob6XigHO ANs noganbLWoro
BUKopucTaHHA. Aiue. Po3ain 5.17.2, BunyyeHHs aaHux 3 apxiBHoro damny.
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5.20

BaxnuBso

Mon.:

MNepernap Ta ApyK 3BITIB

LWo6 yci aaHi Bigobpaxanucs npaBUbHO, 3BiTU NOBUHHI OyTU 3reHepoBaHi TiElo caMolo
MOBOWO, sika Oyna BMkopucTaHa npu 360pi pe3ynbsraTtiB aHani3y.

Mento 3Bith (OT4eThI) (1B. MatoHOK 5-85) MICTHTh HACTYIIHI OIIIii MEHIO:

. 3BiT npo 3pa3ku (OT4eT 06 0bpasuax) (aus. Posmin 5.20.1)

. 3BiT npo nauieHTa (OT4eT 0 NaumeHTe) (qus. Po3in 5.20.2)

. 3BiT npo TpeHA KoHTponto (OTyeT o TpeHae koHTpons) (nus. Po3min 5.20.3)

. CuctemHui xypHan (CuctemHbIN ypHan) (ous. Posmin 5.20.4)

. 3BiT no ctatucTuli aHanisy (OTyeT no ctaTucTuke aHanusa) (nus. Posmin 5.20.5)

. OuiHka BcTaHoBNeHHs (OueHka ycTaHoBKM) (nus. Po3in 5.20.6)

Y

Mo,

OaHHbIMH 0r|en.|| Hactpoiikm OGcnywmneanwe O nporpamme

Hasganne
MOLYNA

Tect

0]
obpasua

Oryer 00 obpasuax
OT4eT 0 nauuenTe

| Orveto TpEH[E KOHTPOnA

CHCTEMHBIN ¥ypHan

OT4eT No CTAaTHCTHKE TecTa

‘OueHka yCTaHOBKH

Onpegenurs TecTy Onpenenuts rpaduen ObcnyxueaHne

MNMonesoearent Detail Use

AHANW30B C MOMEHTA 3anycKa

Xog
BEINOM-
HEHHA

Cratyc

EpemMA

BBINOMHEHNA |

aHanua

UCTaBueecn

Hazeanune
Mog.

Eign= Hara

Tect Craryc| AHne sanycka T
OWHOKK

Monbz2o- | Pesynk-
garens Tar

JocTynHo
JoctynHo
[ocTynHo
HoctynHo

MantoHok 5-85. CuctemHe BikHo GeneXpert Dx—Cnagatoye meHto 3BiTu (OT4HeThl)

5-88
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5.20.1 3BiT Npo 3pa3ku

3BIT NpO 3pa3Ku MICTUTH OIS PE3YJIbTATIB aHaAi3y 00paHOro 3pa3ka B 0a3i ganux. llei
MYHKT MEHIO JTIOCTYIHHUH AJIsl BCIX KOPUCTYBaUiB, SKIIO BiH HE OOMEKCHUN CHCTEMHHUM

aIMiHICTPaTOPOM.

[[{o6 mepernssHyTH 3BIT PO 3pa3okK:

1. V¥ cucremuomy BikHi GeneXpert Dx y merto 3BiTH (OT4eTbI) (11B. MamoHok 5-85)
HATUCHITEH 3BIT Npo 3pa3ku (OTyeT 06 06pasuax). 3’ IBUTHCS AiaOroBe BIKHO 3BIiT

po 3pas3ku (Otyet 06 oOpasmax). Aus. MamoHok 5-86.

2.  BubepiTh HaCTYIHI KpHUTEPii, 00 MEPETITHYTH 3BIT PO 3Pa3KH, AKi

MPECTaBISAIOTh iHTEpEC:

«  [iana3oH gat (Anana3oH pat)—Harucuits Bei (Bee) mist mepersiny Beix mar abo
HarucHiTe Bubpatu (BbldpaTtb) as meperisiay 3BiTy(-iB) 3a MEBHUI JiamazoH

Jiar.

+ D 3pas3ka (ID o6pa3ua)—Bu moxere BBecTn TouHMit ID 3pa3ka, OAHO3HAYHUI
ma0IoH y TO€THAHH] 3 TOYHUMH CHMBOJIaMU 200 madiIoHaMu TS KITEKOX
kopuctyBauiB (%) 3 TOUHEMHU cUMBOIaMH 200 O€3 HUX.

B& Oruer 06 obpasuax

[wanason gar

® Bece

() Buibepute
O6pazey

ID o6pazua: |
eHepupoBarh chain oryeta ‘ [ MpenBapuTenbHbLIA NnpocuoTp PDF J [
L

3aKpbiTs

o

4

MantoHok 5-86. [lianorose BikHO 3BiT npo 3pa3ku (OTyeT 06 0b6pa3uax)
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3. Ilicns 3aBepuieHHs BUOOPY KPUTEPIiB HATUCHITH OIHY 3 HACTYITHUX KHOIOK:

A. 3reHepyBaty ¢haiin 3BiTy (CreHepupoBathb ¢haitn otyeta)—CTBOpCHHS
PDF-@atiny Ta 30epekeHHs oro y Bu3HaYeHoMy Bamu micii.

1) Harucuits kHOIIKY 3reHepyBath cain 3BiTy (CreHepupoBathb ¢haiin oT4eTa)
Ha expati 3BiT mpo 3pa3ku (Otyer 00 oOpasmax) (auB. MamoHok 5-86)
s ctBoperHst PDF ¢atiny 3BiTy. 3’IBUTBCS 1ialoroBe BIKHO 3reHepyBaTH
¢aiin 3pity (CreHepupoBarh (haiiin oTueTa), sike 103BOJIUTh Bam 30epertu
¢aiin y Bkazanomy wmiciii. Hatucuite 36epertv (CoxpaHuTb) miciist
MEepexoay 0 NEBHOTO PO3TAIyBaHHS.

2) Jlns HeoOOB’SA3KOBOTO APYKY 3BIiTy MEPEHIIITh 10 Miclis 30epeKeHHs,
BIJIKpUITE 3BIT PO aHalli3 1 HaApyKy#iTe ioro. byne HaapykoBaHHH 3BIT
PO aHai3, NoAiOHU 110 3BiTY, MOKa3aHOTO Ha MasroHOK 5-87.

B. MonepepaHin nepernsg PDF (Mpeabiaywui npocmotp PDF)—Creopenns PDF-
(aiuny Ta BimoOpaxkeHHs (aiiny y BikHi Adobe Reader. /Ius. Mamtonok 5-87.
Bu moxete 36epertu Ta po3apykysaru ¢aiin PDF 3a nonomororo nporpamu
Adobe Reader.

4. Tlicns Bubopy onHi€i 3 1BOX KHOTIOK Y Kpok 3 3’sIBUTBCS Zianorose BiKHO 3BiT Mpo
narierra (OTueT o manueHTe) i3 300pakeHHsIM KiJTbKOCTI 3HAMIEHUX BiIIOBITHUX
ID marienTa. Harucuite OK. «3BiT mpo 3paskm» Oyze CTBOpEHHi y BUOpaHOMY
(opmari.

5. Tlicns reHepyBaHHs 3BITy PO 3pa3Ku HATUCHITH 3aKPUTH (3aKpPbITb), 11100 3aKpUTH
nianoroBe BikHO 3BiT mpo 3pa3ku (OtueT 00 oOpasmax).

5.90 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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GeneXpert PC 07/17/22 14:57:04
OTtyeT 06 obpasuyax
Harigero ID obpasua #2 = DU155637
- 1 aHanu3oB HangeHo -
ID nauneHTa: H351890382682R
ID obpasua: DU155637
TecT: Xpert SA Nasal Complete G3
Bepcus Tecra: 5
Pesynbrar: MRSA NEGATIVE;
SA POSITIVE
Bpewms 3anycka: 07/16/22 13:32:37
Tun aHanuaa: Ob6paszey,
[Monb3oBarens: Administration User
Cratyc: [oToBO
MpumeyvaHus:
GeneXpert® Dx System Bepcusa 6.5 Crpanuua 1\31

MantoHok 5-87. Mpuknapg 3BiTYy Npo 3pa3ku
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5.20.2 3BiT npo nauieHTa (SKLWO 3aCTOCOBHO)

3BIT mpo marieHTa MiCTUTH Pe3ybTaTH aHaji3iB 3pa3KiB U1 OXHOTO MalieHTa 3TiJHO 3
ID mamienTa B 6a3i ganux. Llei MyHKT MEHIO TOCTYIHHM I BCIX KOPHUCTYBAUiB, SKIIIO
BiH HE OOMEXECHUH CHCTEMHUM aAMiHICTPAaTOPOM.

s mepenisaay 3BiTy PO MallieHTa:

1.V cucremuomy Bikui GeneXpert Dx mento 3Bith (OTyeTbl) (quB. MamoHok 5-85),
HATUCHITH 3BIT NPo nauieHTa (OTYeT 0 naumeHTe). 3’ IBUTHCS iaoroBe BIKHO 3BIT
mpo namienTa (Ortder o nanuente). [Ju. ManroHok 5-88.

BB Oruer o nauvente &J‘

Nuana3on par

® Bce
) Boibepute

Naument

D =]

leHepupoBars (bain oryera ‘ [ ] PDF ‘ ‘ 3aKpbiTh [

ol

MantoHok 5-88. lianoroBe BikHO 3BiT Nnpo nauieHTa (OT4yeT 0 NauueHTe)

2. BxkaxiTh HacTyImHi KpUTepil U Ieperisay 3BIiTY PO MAalliEHTa, SKHI TPEICTaBIIsE
iHTEpEeC:

»  [iana3oH pat (Avana3oH paat)}—Harucuite Bei st mepersamy Beix 3BiTiB 260
HatucHiTe BuOpaty (BbIbpaThb) st meperisiay 3BiTy(-iB) 3a IEBHUIA /lialia3oH Jar.

*  ID nauienTa (ID nauneHta)—KopucryBad moxke BBecTH TouHuit 1D namienra,
OHO3HAYHUH I1a0JI0H _ y MTOETHAHHI 3 TOYHUMH CHMBOJIAMH 200 Ma0I0HOM
IS KiTbKOX KopucTyBadiB (%) 3 TO4HUMH CUMBOJIaMH a00 0e3 HuX.

3.  Ilicns 3aBeprieHAS BUOOPY KPUTEPiiB HATHCHITH OMHY 3 HACTYITHUX KHOTIOK:

A. 3reHepyBatu daiin 3BiTy (CreHepupoBarthb chann otyeta)—Creopenns PDF
(haiimy Ta fioro 30epeKeHHS Y BKa3aHOMY MICIITI.

1) Harucnits kaorky 3FEHEPYBATU ®AWN 3BITY (CTEHEPUPOBATL ®ANN
OTYETA) na expani 3BiT mpo namienrta (OT4eT 0 manueHre) (Jus.
Mamnrorok 5-88) mis crBopennst PDF daiiny 3BiTy. 3’sIBUTBCS Aiaiorose
BiKHO 3reHepyBaru Qaiin 3Bity (CreHepupoBaTh (haiis oTueTa), sike
n03BoIUTh Bam 36epertu (daiin y Bkazanomy micii. Harucuits 36epertu
(CoxpaHuTb) miciast mepexoy 0 MEBHOTO PO3TaIlyBaHHS.

2) Jlnsg HeoOOB’I3KOBOTO IPYKY 3BITY MEPEHIITH IO MicCIIsl 30€peKCHHS,
BIJKpUITE 3BIT PO aHalli3 1 HaApyKy#iTe ioro. byne HaapykoBaHui 3BIT
PO aHaJi3, MOMiIOHMUI 10 3BiTY, MOKa3aHOTO Ha MarFoHOK 5-89.

B. MonepepnHin nepernsapg PDF (Mpeabiaywmin npoecmotp PDF)—Creopenns
PDF-daitny Ta Binoopakenus daiimy y Bikai Adobe Reader. Jlus.
MautoHok 5-89. Bu Mmoxete 30epertu Ta po3apykysaru ¢aiin PDF 3a
noromororo nporpamu Adobe Reader.

4.  Ilicns Bubopy oxHiei 3 1BoX KHOMOK Y Kpok 3 3’sBUTKCS Iiaorose BiKHO 3BIT Mpo
namieHTa (OTYeT 0 maueHTe) i3 300paXkKeHHAM KUTBKOCTI 3HaWCHUX BianoBigHux ID
narienta. Harucuite OK. «3BiT npo mamienTay Oyie CTBOpeHuid y BUOpaHoMy (hopmari.

5-92
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5. Tlicnis reHepyBaHHsI 3BITY MPO Malli€HTa HATHCHITH 3AKPUTHU (3aKPbITb), 11100 3aKpUTH
nianoroBe BikHO 3BiT mpo namienTa (OT4eT o manuenTe).

GeneXpert PC

OTyeT 0 nauneHTe

Hanpexo ID naynenta #2 = H112874895762R

- 2 aHanNU30B HanaeHo -

07/09/22 14:57:24

ID nauueHTa:
ID obpasua:
TecrT:

Bepcusa Tecrta:

PesynbTart:

Bpems 3anycka:

H112874895762R
SD142231

Xpert CDIFFICILE
3

07/08/22 14:44:33

Bepcus Tecra:

PesynbTar:

Tun aHanu3sa:
[Monb3oBarens:
Crartyc:
MpumevaHus:

Bpems 3anycka:

Tun aHanu3a: Obpazey,

Monb3oBaTens: Detail User

Craryc: [oToBO

Mpumevanus:

ID nayueHTa: H112874895762R

ID obpasua: SD142231

TecT: Xpert BCR-ABL Monitor IS

1
OLUMNBKA

07/08/22 14:47:06
O6pasey,

Detail User
MpepBaHo

GeneXpert® Dx System Bepcusi 6.5

Crpanuya 1\23

MantoHok 5-89. NMpuknapn 3BiTYy Npo nauieHTa
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5.20.3 3BiT Npo TpeHA KOHTPOIIO

Jus. Pozain 6.5, 3BiT ipo TpeHA KOHTPOITIO.

5.20.4 CucreMHuM XypHan

Jus. Po3min 9.16, CTBOpeHHS 3BITY B )KypHaJi CHCTEMH.

5.20.5 3BiT no ctaTucTuUui aHanisy

3BIT MO CTATUCTHIII MAII€HTA - II€ 3BiT, IKUI TIOKa3y€ KiJIbKICTh aHANi3iB, M0
MPOBOATRLCS )11 KOYKHOTO aHaIi3y MPOTATOM IEBHOTO MEPiony 4acy, 31 MOMICIYHUMU
MPOOUMBHUMH 3HaYCHHAMH. L{e# MyHKT MEHIO TOCTYIHUHN IS BUOpAHUX KOPHUCTYBaUiB Ta
aZMiHICTpaTopa, SKIO BiH He 0OMEKEHHUH aJMiHICTPAaTOPOM CHCTEMH.

Jlns mepernisany 3BiTy IO CTaTUCTHUIN aHATI3Y:

1.V Bikui cucremu GeneXpert Dx y merro 3Bith (OT4eTbl) (1B. Mamonok 5-85)
HATUCHITEH 3BiT N0 CTAaTUCTMLI aHani3y (OTYeT No CTaTUCTMKE aHanM3a). 3’ IBUThCS

JianoroBe BiKHO 3BIT 0 cTatucTuli aHamizy (OT4eT mo craTucTuke aHanusa). Jus.
Mamnronok 5-90.

Oruer no cratucTuke. recr:a - ____ R — — &'
[Omnanason par
® Mocnenuue 12 Me...
() Buibepute
Tecr
) Bee
® Buibepute
‘ Buibepute Tecr Bepcua
| [} Xpert BCR-ABL Monitor IS 1
| v Xpert CDIFFICILE 3
\] [ ] Xpert Flu A Panel 3
| renepuposars wainorvera | | npensapwrensusii npocworp POF | | 3akpeiTs

MantoHok 5-90. [lianoroBe BikHO 3BiT NO cTaTUCTULi aHanisy
(OTyeT No cTaTUCTMKe aHanu3a)

2.  BkaxiTh HACTYITHI KpHUTEpii, 00 MeperITHyTH CTATUCTUKY aHAIi3Yy, [0
MIpECTaBIIsE IHTEpEC:

+  [iana3oH pat (Onana3oH pat)—Bubepits OcTaHHi 12 micsuis (Mocneaxue
12 mecsAueB) abo Bubpatu (BbibpaTh) mist ieBHOTO Aiana3oHy Jar.

*  Anani3 (AHanu3)—Bubepits Bcei (Bee), 1106 Bubpatu BCi aHai3u y CIUCKY abo
Bubpatu (BbibpaThb), 11106 BHOpaTH neBHUiT aHAaII3.

5.94 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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3. BuOpasiu aHaini3(-1), HATUCHITH OHY a00 OOWBI 3 HACTYIHUX KHOIIOK:

A. 3reHepyBatu chaiin 3BiTy (CreHepupoBath chain otyeta)—Croperns PDF-
(aiiny Ta 30epexeHHs Horo y BU3HaueHoMy Bamu miciii.

1) Harucuits kHOIIKY 3reHepyBaTh cain 3BiTy (CreHepupoBathb ¢haiin oT4yeTa)
Ha eKpaHi 3BiT 1o craTucTHi aHami3y (OTYeT 1Mo CTaTUCTHKE aHaIH3a)
(muB. Mamonok 5-90) s ctBoperns PDF datiny 3Bity. 3’ sBUThCS
nianoroee BikHO 3reHepyBaTH (aiin 3BiTy (CreHepupoBath (aits oTuera),
sIKe TO3BOJIHUTH BaMm 30epertu ¢aiin y BkazaHomy Micii. Hatuchite
36epertut (CoxpaHuUTb) miciis mepexoay 0 HEBHOTO PO3TAIITYBAHHS.

2) Sxmo Bam nmoTpiOHO HAaAPYKYBaTH 3BiT, IEPEUIITh 10 30€peKEHOTO
pO3TallyBaHHs, BiIKPHIATE 3BIT Ta HAAPYKyHTe oro. byae HampykoBaHUi
3BIT, MOKa3aHUi Ha MaaroHok 5-91.

B. Monepepanin nepernspa PDF (Mpeabigywuin npocmotp PDF)}—Creopenns PDF-
(aiury Ta BimoOpaxkeHHs aiiny y BikHi Adobe Reader. /Ius. Mamtonok 5-91.
Bu moxere 36epertu Ta po3apykysaru ¢aiin PDF 3a nonomoroto nporpamu
Adobe Reader.

4. Ilicns Bubopy oaHiel 3 1BOX KHOMOK Y Kpok 3 3’SIBUThCS JiaJIOrOBe BiKHO 3BIT 110
crarucTui aHami3y (OTYeT 1Mo cTaTHCTUKE aHaN3a) 13 300paKeHHSIM KiTbKOCTi
3Haiienux BignoBigaux ID marienta. HartucHite OK. «3BiT Mo cTaTHCTHIN aHATi3Y»
Oyze CTBOPEHO y BKa3aHOMY (hopMari.

»  Ilicasi reHepyBaHHs 3BiTY [0 CTATHCTHII aHAJi3y HATHCHITH 3aKPUTH (3aKPbITh),
100 3aKPHUTH iaNloroBe BiKHO « CTaTHCTHKA aHAIIZY».

*  Monepepanin nepernspg PDF (Mpeabiaywuit npocmotp PDF)—Creopenns PDF-
(aiuny Ta BimoOpakeHHs (aiiny y BikHi Adobe Reader. /Ius. Mamtonok 5-91.
Bu mokete 36epertu Ta po3apykysaru ¢aiin PDF 3a nonomoroto nporpamu
Adobe Reader.

lMocibHuk onepamopa cucmemu GeneXpert Dx 5.95
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GeneXpert PC 07/09/22 17:42:20
OT4eT no craTUcTMKe TecTta

- Kputepuu Bbibopa -

[wvana3soH part: Ot 06/10/21 o 06/30/22

Ha3sBaHue Tecta Bepcus KonunyecTteo aHanu3os
Xpert BCR-ABL Monitor IS 1 67

[lata Ha4ana KoHeuHas gata KonunyecTtBo aHanu3os
06/10/21 06/30/21 6

07/01/21 07/31/21 7

08/01/21 08/31/21 9

09/01/21 09/30/21 8

10/01/21 10/31/21 8

11/01/21 11/30/21 4

12/01/21 12/31/21 6

01/01/22 01/31/22 3

02/01/22 02/28/22 5

03/01/22 03/31/22 5

04/01/22 04/30/22 2

05/01/22 05/31/22 3

06/01/22 06/30/22 1
GeneXpert® Dx System Bepcuss 6.5 Crpanuua 1\3

MantoHok 5-91. Mpuknap 3BiTY No cTaTUCTULI aHanily

5-96
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5.20.6 OuiHKa BcTaHOBINEHHSA

Jus. Poznain 2.15, IlepeBipka Hane)KHOTO BCTAHOBJICHHS Ta HAJNAIITYBAaHHS.

5.21 PoGota 3 nigKno4YeHHAM A0 XOCTY

Y upoMy po3miii HaBeAeHO IHCTPYKIII 100 BUKOPHUCTaHHS iHTepdelicy xocTa
GeneXpert Dx:

. HanamryBaru anani3 1uis 3aBaHTaKeHHS 3aMOBJIEHHsI Ta pe3yasrary (Posain 5.21.1,
CrBOpeHHS aHaji3y 3 MIAKIIOYEHHSIM JI0 XOCTY)

. CTBOpHTH aHaI3 3a JOIIOMOTOIO 3aBaHTAXKCHOT KOMaH/I! JUIsl IPOBECHHS aHAi3y
(Pozmin 5.21.1, CtBOopeHHS aHaMNI3y 3 MIAKIIOYEHHSIM 10 XOCTY)

. 3aBaHTaXUTH pe3ynbrar anamnizy (Posmin 5.21.2, 3aBaHTa)keHHS pe3yabTaTy aHallizy
Ha XOCT)
. YcyHeHHS HeCIpaBHOCTEH MmiakiroueHHs 10 xocTy (Po3min 5.21.3, YeynenHs

HECIPABHOCTEH MiTKIIOUEHHS 10 XOCTY)

Cepheid pekomeHaye 3aBXAuW NiATBEpAXYBaTH, WO pe3ynbTaTy 3aBaHTaXeHHs LIS
BiAnNoBigalTb pe3ynbrartam aHanisiB cucrtemm GeneXpert Dx nicns Oyab-AKux 3miH y
cuctemi xocty cuctemu GeneXpert Dx, Bkitoyaroum (ane He o6MexXyro4UCb) HaBeAeHi HUXx4Ye
3MiHMK:

-Bepcis nporpamHoro 3a6e3ne4yeHHss GeneXpert Dx

-Bepcis Bu3HaueHHs aHanisy GeneXpert

-HanawTyBaHHsa nigknovyeHHs Ao xocty GeneXpert Dx

-nporpamHe 3abe3ne4YyeHHsA XoCcTy abo 3MiHM HanawTyBaHb

-nporpamHe 3a6e3ne4yeHHsA LIS a6o 3MiHM HanawTyBaHb

YBara

5.21.1 CTBOpEeHHA aHani3y 3 NiAKNHYEeHHSAM A0 XOCTYy

[Ticnst akTUBaMii MiAKIIFOYSHHS 10 XOCTY, KOMaHI aHai3iB MO’KHA aBTOMAaTUYHO
3aBaHTaXHUTHU 3 XOCTY 3a JOIOMOTOIO:

. Cucrema GeneXpert Dx nepiognyHo 3amuTyBaTuMe HOBI KOMaH/IH

. Pyuni 3anmuTn kopuctyBadiB cucteMu GeneXpert DX HOBHX KOMaH] Ha TIPOBEACHHS
aHaui3iB 3 mianoroBoro BikHa CtBoputH aHami3 (Co3marh aHAIH3)

. CkanyBaHH4 a00 BBeneHHs 1D 3pa3ka Jy1st BUKOHAHHS 3allUTy XOCTy Ha KOMaHAY JIs
neBHoro 1D 3paska

PoGounit npouec y Bamriii maboparopii BU3Ha4aTHME Te, SIK CTBOPIOETHCS aHANI3.

VY nianoroBomy BikHI CtBOpHTH aHaNi3 (Co3aars aHANHM3) HOCTYIHI JOAATKOBI 00IACTi.
Jus. Mamtonok 5-92.
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G o e T =
% Hanp aH c xocTa
ID naumexTa | ID obpasua | Tecr | CTAT | Bpema KoMaHAb! ¢ xocTa I
|P123 S123 Xpert EV Assay Bepcua 3 HopmManbHbIn 11/16/20 16:29:28 | Ypanute ||
| |
’ |
|
|
YAanuTb BCe KOMaH/bl INAaBHOTO KOMNbIOTEPA HA BbINONHEHHE aHANH30B
ID nauventa | |
ID ob6pasua | |
Hasganue Bepcus
Buibpath TeCT | cpors v |
Bobibpats Mmogynb w
ID napTuu peaktuea Cpok rogHoctu | r/mMM/A0 C/H kapTpuaxa
Tun axanusa I O6pasey v |
Tun obpasua - | [pyro# Tun obpasua
Mpuneyanua
| CkaHMpoBaTh WTPHX-KOA KapTpuaxa l I OTMEeHHTb I

MantoHok 5-92. BikHo CtBopuTHK aHani3 (Co3gaTb aHanus) 3 Tabnuusa koMaHg Ha NPOBeAeHHSA
aHanisy 3 xocty (Tabnuua KOmMaHA Ha NpoBeAeHMe aHanu3a ¢ XocTa)

Tabnuus komaHa Ha NnpoBeaeHHA aHanisy 3 xocTy (Tabnuua komaHa Ha npoBeaeHUe
aHanusa ¢ xocra) - ITokasaHi HOBi KOMaH/IU B TAONHII, IKi MOXKHA COPTYBATH,
HAaTUCHYBIIX HA 3aroJIOBOK. Ta6J'II/ILISI MICTHTE:

ID nauieHTa (ID naumenTa)—ID mamieHTa IS KOXKHOT KOMaHIM Ha TPOBEIEHHS
aHaizy.

ID 3pa3ka (ID ob6pa3ua)—ID 3paska i KOKHOI KOMAaHIM Ha MIPOBEICHHS
aHaizy.

AHani3 (AHanu3)—HasBa Ta HOMep Bepcil aHaNi3y U KOKHOI KOMaHIM Ha
MPOBEJICHHS aHAI3Y.

STAT—IIo3nauac npioputer STAT a6o npiopurer 3BUYaiHUIA (OBLIYHBIN).

Yac komaHau gns npoBseaeHHA aHanisy 3 XOCTYy (BpeMﬂ KOMaHAbl Ha npoBeAeHue
aHanu3a ¢ xocta)—uac, 3aBaHT)XCHHUI XOCTOM a00 CTBOPEHO CHCTEMOIO
GeneXpert Dx micist oTpuMaHHS 4acy.

Krnomnka Buganutu (Yaanutb)—/lo3Bossie ckacyBaTH KOMaHIy.

5-98
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IHCTpyKUIT 3 ekcnnyaTauii

»  Cratyc 3anuTy xocTty (CtaTtyc 3anpoca xocta)—BinzoOpakae MOTOUHHIA CTATyC

3aIllUTy Ha HOBI KOMaH/IH.

*  Kuomka PyyHuit 3anut (PyyHoit 3anpoc)—/lo3Bosisie BpydHY 3auTyBaTH B

XOCTa HOBI JIOCTYITHI KOMaH]IH.

LLlo6 npunHAaTK kOMaHAy 3 XOCTY, TECTOBUIA KOA aHanidy NnoBMHEH OyTU BCTAHOBNEHWI

MpumiTka aamiHicTpatopom xocty. [ine. Po3gin 2.14.5, KoHdirypauis komaHam Ha npoBegeHHs aHanisy Ta
3aBaHTaXXeHHs1 pe3ynbTaTiB Ans noapobuLb.
5.21.1.1 CTBOpEeHHSA aHani3y WnAXom BMOOpPY 3i CNUCKY aBTOMaTUYHO

3aBaHTaXXeHnX KomMmaHA Ha NnpoBeAaeHHA aHani3y 3 XOCTYy

1.V Brimaaui HanawTyBaHHA nigknioyeHHA Ao xocTy (HacTpoika noaKnioyeHus K XocTy)
niajgoroBoro BikHa HamamryBanus cuctemu (HacTpoiiku crcTeMbl) HATHCHITH
ABTOMaTH4He 3aBaHTaXEHHA KOMaHAW Ha NPoBeAEHHA aHanidy (ABToMaTuyeckas
3arpy3ka KOMaHAbl HaNnpoBeAeHWe aHanm3a), o6 BUOpaTH Ta BBIMKHYTH IO

¢yHkuiro. Aus. Manronok 5-93.

r()m r
[l PaspewnT CBR3L C XOCTOM
Host Setting

[ Mcnonbzosars Cepheid Link (nocTaBuTh OTMETKY TONLKO B CNy4ae Hanmu4yus

rl'hn r AKH CBA3M C XOCTOM ‘

B oy e S S ==
topunge ‘

NporpaMMKOro

ID xocta |Jenny
[l AeToMaTHyeCKMi 2aNpOC XOCTa NOCNE cKaHupoeaunA D obpazua

[v] ABToMaTH4eCKan 3arpyaka KOWaH, Ha NPOBECHHE aHaNH3a

[¥] A BhIrpy3Ka
[C] Hcnone3sogars ID o6pasua w3 anankzatopa

HacTpoiiku CBA3K

Cepheid Link ons npocnexueanus npobsi)

Mpotokon  (® HLT ) ASTM |

YOanuTk OTMEHEHHBIE KOMaH[IbI ‘

3anycTHTh XOCTKak (@ Cepeep () Knuest

| ‘OKOHYWTE CPOK [1EHCTBHA Pe3ynkTaTos ‘

IP-agpec cepeepa 192 168.100 44

MopT Ne |11140 |

Cbpoc Dydepa CBA3H

Kog ananuaa ¢ xocta

Paapewnts ‘ Tect | Kop aHanuaa cxocta

BCR-ABL Version 2 Beta 4 43 Bepcua 1 BCR

Bladder Beta Assay BepcuAa 3 BLAD
Flu-RSV Beta Bepcua 2

GX CrossTalk Bepcuna 1

GX OpticalReads Bepcua 1

HCV v75B Xpertise 6.2 Bepcna 1 HCV

HIV -10uant SW Val 20140114 Rencua 1 HIV

SR O DO = =]

(Nl

MantoHok 5-93. ABTOMaTU4He 3aBaHTaXXeHHSA KOMaHAW Ha NPOBeAeHHA aHanisy
(ABTOMaTMUeCKas 3arpy3ka KOMaHAbl Ha NpoBeAeHWe aHanu3a)

2. Cucrema GeneXpert Dx mepionuuHo 3anuTy€e BCl KOMaHIM Ha IPOBEICHHS aHai3iB

3 XOCTY.

Kruomnka CtBopuTH aHani3 (Co3gatb aHanm3) BimobGpaxaeTses 31 3HAKOM IUTROC (F),
SIKIIO 3’ SIBIISIIOTHCS. HOBI 3aMOBIIEHHS X0ocTy. J{uB. MamoHok 5-94.

lMocibHuk onepamopa cucmemu GeneXpert Dx
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IHCTpYKLUIT 3 ekcnnyaTauii

CumBon nnioc (+) o3Ha4ya€ HoOBe 3aMOBJIEHHA XOCTY

Mol Bl &

Coszpars aHanua MNpoeepuTs cTatyc OCTaHOBHTL aHANH3 MpocmoTtp pes. OnpegenuTs TecTbl Onpegenuts rpaduku 0ObcnyxuBaHue

MantoHok 5-94. CumBON NNKOC y CTPiyLi MeHI0 Ha KHonui
CtBopuTHK aHani3 (Co3paTtb aHanus)

3. Harucuits CTBOpUTHK aHani3 (Co3aatb aHanu3). Bixckanyiite abo BBEIITH
Heo0o0B’3k0Bi ID marienta, ID-2 marienTa, iM’s marfieHTa, SKII0 aKTHBOBAHO, 1 BCI
TPH AiaJIOTOBI BiKHA CKaHyBaHHS, sIKIO akTuBoBaHO (ID martienTa, ID 3pa3ska,
MITPUX-KOJ KapTpHka). He BUKOPHCTOBYHTE HACTYIHI CHMBOJIH ITiJl YaC PyYHOTO
sBeieHns ID narienta: |@ A ~\&/[:* 2" <>’ $%!; ()~

4. 3’sButscs gianorose BikHO CkaHyBatu mTpux-Kox ID 3pa3ka (CkaHHpPOBATh ITPUX-
xox ID o6pasma) (muB. Maorok 5-20 B Po3min 5.6, CTBOpeHHS aHaTi3y).

5. CkanyBanus mtpux-koay ID 3paska Ha koHTeliHepi 3pa3ka (quB. MamtoHok 5-20 Ha
Po3min 5.6, CTBOpeHHS aHAi3y).

6. Hose 3amoBneHHs my1st 1boro HeoOoB’ sa3k0Boro ID manienta ta ID 3pa3ka BubpaHo B
posmini Tabnuusa koMaHA Ha NPoBeAeHHsA aHanisy 3 xocTy (Tabnuua koMaHA Ha
npoBeAeHWe aHanu3a ¢ xocta) BikHa CtBoputy anai3 (Co3nare aHaIM3), IKE MOYKHA
COPTYBATH, HATUCHYBIITH 3ar0JIOBOK TaOJHIII.

7.  ABTOMAaTHYHO Bi0Opa3uThCA AianoroBe BikHO CKaHyBaTH IITPUX-KOJ KapTPHIKa
(CkannpoBarh MTPHUX-KOJ KapTPHIKa) PO 3aITUT Ha CKAaHYBAaHHSI ITPUX-KOIy Ha
kaptpumxi. Lle miarBepmxye, mo Oyae mpoBeaeHo npaBuibHUN aHami3. [D maprii
pEeaKTHUBIB, TEPMiH IPUIATHOCTI Ta CEpiiHUN HOMEP KapTpukKa 0OpOOIIOTECS Ta
NepealoThCA.

8.  3amosnenns mis mporo ID martienTa Ta ID 3pa3ka Oyne BHmIaleHO 3i CIUCKY HOBHX
3aMOBJICHb.

9. BcraBre KapTpHIK 13 3pa3KoM Ta peaKTHBaMHM BiATIOBIIHO /IO JINCTKA-BKJIAIAIIIA,
CHeLiani30BaHoro Ui neBHoro anamizy. us. Po3min 5.8, 3aBanTaskeHHs KapTpHIKa
Yy MOIyJIh aHaTi3aropa.

10.  Harucuits MNoyaTtn aHani3 (Hayatb aHanu3), 3aBaHTaxTe KapTPUIUK 1 3aKPHUIATE
JBEPIIITA MOIYIISI, BUKOHABIIH Jii, BKa3zaHi B Po3min 5.9, [Touatok aHamizy.

Bu He moxeTe 3miHtoBaTu ID nauieHTa, ID-2 nauieHTa, iM’'st nauieHTa, ID 3pa3ka abo aHanis, sKwo

MpumiTka ) ;
BOHW B1OpaHi 3 KOMaHA Ha NPOBEeAEHHS aHarni3y, 3aBaHTaXEHMX 3 XOCTY.
MoumiTka AKwo TinbkM ogHe 3amoBneHHs Bignosigae ID nauieHTa Ta ID 3paska, HagaHUM XOCTOM, Lie
P 3aMOBIEeHHs1 Oyile aBToMaTU4HO BUOGpaHo.
5-100 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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IHCTpyKUIT 3 ekcnnyaTauii

5.21.1.2 CTBOpEeHHSA aHani3y LUMSIXOM PYYHOro 3anuTy KOMaHA Ha NpoBeAeHHS
aHanisiB Ta BUOOpPY 3i CNMCKY KOMaHA Ha NpoBeAeHHs aHanisiB

Bu Moxere Bpy4yHy 3alpOCHTH HOBI KOMaHIM Ha MPOBEACHHS aHAJI3IB 3 XOCTY,
HATUCHYBINK KHONKY PyyHuiA 3anuT (Py4Hon 3anpoc). ITiciis 3aBaHTaXeHHS KOMaH]T 3

XOCTy, BUKOHaiiTe iHcTpykuii B Pozain 5.21.1.1, CTBopeHHs aHami3y HUISIXOM BUOOpY 31
CTIMCKY aBTOMATHYHO 3aBAaHTAKEHUX KOMAaH] Ha MPOBEJCHHS aHAIII3y 3 XOCTY.

5.21.1.3 CtBOpeHHA aHani3y wnsaxom 3anuty ID 3pa3ka 3 XxocTy

1. V¥ Bkmaami HanawTtyBaHHSA nigknioYeHHs fo xocty (HacTpoiika nogknoueHms K XocTy)

nianoroBoro BikHa HamamryBannsa cucremu (Hactpolika ccTeMbl) HATUCHITh

ABTOMaTMYHWI 3aNUT XOCTY Nicnsa ckaHyBaHHA ID 3pa3ka (ABTOMaTU4eCKMid 3anpoc
xocTa nocne ckaHupoBanus ID obpasua), 1106 BubparTy Ta BBIMKHYTH 10 (DYHKIIIFO.

JuB. ManoHok 5-95.

(Oﬁqm r ] rnﬂ'ﬂ r i{KH CBA3ZH C XOCTOM ‘

B o e e — == |
.

[¥] Pazpewnts cBA3k € XOCTOM

! Host Setting

[ ucnonssosars Cepheid Link (nOCTABHTL OTMETKY TONBKO B CITy4ae HanH4Ha Y HOLILE nporp:

\Nn:om ey |

] ABTOMATHYECKHI 3aNpOC XOCTa Nocne ckanupoeaus 1D obpazua
[v] AsTomaTnyeckan 3arpyaxa KOMaH[] Ha NPOBEJIEHHE AHANH3A

[v]
[] Mcnonb3oeart ID obpasua U3 aHanu3aropa

HacTpoiiku CBA3H

MpoTokon @ HLT 2 ASTM | Ynar

KOMaHAL!

3anyCTHTL XOCT Kak @ Cepeep ) Knuent

| (OKOHYMTE CPOK ASHCTEHA PE3YNLTATOR |

IP-agpec cepeepa |[192.165.100.44

MopTNe |11140 |

Cobpoc Dydpepa CBA3H

Kop aHanusa c xocta

Paapewuts | Tect ‘ Kop aHanuaa cxocta

Cepheid Link Ans npocnexueaHus npobbi)

BCR-ABL Version 2 Beta 4.4a Bepcus 1 BCR

Bladder Beta Assay Bepcua 3 BLAD
Flu-RSY Beta Bepcua 2

GX CrossTalk Bepcua 1

GX OpticalReads Bepcua 1

HCV w758 Xpertise 6.2 Bepcua 1 HCV

HIV -1Quant SW Val 20140114 Rencus 1 HIV

) | ) ) ]

| 0K ‘ OTMEHHTL

MantoHok 5-95. Bubpatu 3anut xocty

lMocibHuk onepamopa cucmemu GeneXpert Dx
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2.  Harucuite CTBOpUTK aHani3 (Co3patb aHanus). 3’siBUThCS /1iaIOTOBE BIKHO
CkanyBaru mtpux-kox 1D 3paska (CkanupoBars mrpux-kof ID oOpasima)
(muB. Mamonok 5-20 Ha Pozzain 5.6, CTBOpeHHsI aHAII3Y).

3. CkanyBanns mtpux-kony ID 3pa3ka Ha koHTelHepi 3pa3ka (nuB. MamtoHok 5-20
B Pozmin 5.6, CTBopeHHS aHAMi3Yy).

4. Komanau Ha IpoOBeIEHHS aHaTi31B s mboro 1D 3pa3ka 3aBaHTaXKYIOTHCS 3 XOCTY 1
BiZloOpakaroThes B Tabmuii Tabnuus koMaHa Ha NPOBEAEHHA aHanisy 3 XocTy
(Tabnnua komMaHA Ha NPOBeAEHMEe aHanu3a ¢ X0CTa), siKi MOJKHA COPTYBATH,
HAaTUCHYBIIX HA 3aroJIOBOK.

IHLWi 3aBaHTaXeHi KoMaHaW ANs PisHWX 3paskiB He ByayTb BigobpaxaTtucs B Tabnuui 3amoBneHb

Mpumitka
NpPOTSAroM AesKoro yacy.
5. BubGepite koManam 3 Tabmumi. e mo3BonuTh BHOpaTy aHami3 BiqMOBIIHO 0
KOMaH/IM Ha TPOBEICHHS aHai3y.
. Akwo Tinbkn ogHa KomaHaa Bignosigae aaHomy ID 3paska, us komaHaa 6yae aBToMaTUyHO
Mpumitka
BubpaHa.
6. ABTOMaTHYHO Bi0Opa3UThCA AianoroBe BikHO CKaHYBaTH IITPUX-KOJI KapTpHIKa
(CxanmpoBath MITPUX-KOA KapTPUIXKa) MIPO 3aIUT HAa CKAaHYBAaHHS IITPUX-KOIYy Ha
kaptpumki. Lle minTBepmkye, 1mo Oyne mpoBeaeHo npaBuiibHMA aHami3. ID maprii
PEaKkTUBIB, TEPMiH MPHUIATHOCTI Ta CEPIHHII HOMEp KapTpuaKa 00poOIsIIOTECS Ta
MepeIaroThCsl.
7. BcraBTe KapTPHUIK 13 3pa3KOM Ta PEaKTHBAMHU BIITIOBITHO 0 JINCTKA-BKJIAIUIIIA,
CHeIiali30BaHOTO IS IEBHOTO aHalizy (nuB. Po3nin 5.8, 3aBaHTa)XeHHS KapTpHIKa
y MOZYJIb aHAJI3aTopa).
8.  ITlouHiTh aHAIi3, 3aBAaHTAXTE KAPTPHUIDK 1 3aKPHHUTE ABEPIISATA MOIYIISI, BAKOHABIITH
nii, Bkazani B Po3in 5.9, [loyarok anami3y.
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5.21.1.4 CkacyBaHHs 3anuTy

[lin gac cTBOpeHHs 3amuTy Bpy4YHY, onucaHoro B Pozmin 5.21.1.2, CTBOpeHHS aHaIizy
HUISIXOM PYyYHOTO 3allUTy KOMaHJ Ha MPOBEJICHHS aHaIi3iB Ta BUOOPY 31 CIIUCKY KOMaH]
Ha MPOBEICHHS aHaNi3iB abo0 «3amut XocTy», onucaHomy B Po3min 5.21.1.3, CtBopeHHs
aHasi3y nuraxoM 3anmuty 1D 3paska 3 XocTy, KHomka CTBOPEHHSA 3anuTy BPY4HY
(CozpaHue 3anpoca BpyuHyH) cTane kHomnkow CkacyBatu 3anut (OTMeHMTb 3anpoc).
JuB. Manronoxk 5-96.

{06 po3movary aHami3 a00 3aKPHUTH iaOTOBE BIKHO, 3a4eKaiTe, TIOKH 3anuT Oyne
3aBeplIleHo, a00 HaTUCHITH KHONKY CkacyBaTu 3anuT (OTMEHUTb 3anpoc), mob ckacyBaTu
omepariito.

Tabnuua komaHj Ha NpoBe[jeHHe aHanu3a c xocra
ID naupenTa [ ID 06pa3ua I Tecr | CTAT | BpemA KOMaHAk! CX0CTa [

\|||PatientID 1 Sample ID 1 Xpert EV Assay Bepcua 3 HopmManbHbli 11/16/20 16:29:28 | Ynanut If 4

I

l |
|
|

! .

|

| 3anpocxocTa oTnpaeneH Ha 11/16/20 12:41:31, = Mpepsars 3anpoc

v

MantoHok 5-96. BikHo CTBopuTH aHani3 (Co3paTb aHanus) i3 306paXeHHAM KHOMKU
CKacyBaHHSA 3anuty
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5.21.1.5 BwmpaneHHs KOMaHAM Ha NPOBeAEHHS aHani3y, 3aBaHTaXXeHOI 3 XOCTY
Inoni Bam Moxe 3HamoOUTHCA BUIAIUTHA KOMaHJy, 3aBaHTAXXEHY 3 XOCTY.

1. Bubepits komanmy 3 Tabnuusa kKOMaHA Ha NPOBEAEHHSA aHanily 3 xocty (Tabnuua
KOMaHA Ha NpoBeAeHNUe aHanu3a ¢ XocTa).

2. Harucuits kHOTIKY Bupanutu (Yaanute) y tomy x psiaky. Jus. MantoHok 5-97.

Bommean e ——— |
=

- Tabnuua KoMaH[ Ha NPOBefIeHHe aHANK3a C X0CTa - NC y
D nauwenta_| ID 06pa3ua | Tect | CTAT | Bpema komangei cxocra | A
|| [P123 |s123 [Xpert EV Assay Bepcus 3 HopmansHuiii [11116/20 16:29:28 ‘nanuTe i

H YAanuTe BCe KOMaHAbl FIABHOMO KOMNBIOTEPA HA BLINOMIHEHHE aHANKU30B l

«

ID naunenta | |
ID o6pasua | |

Hassahue Bepcus
BeiGpars rect [ cors - H

Boibpare Mmogyne v
ID napTuu peakTuea Cpok rogHocm  |TTT/MM/AA C/H xapTpuoxa

Tun aHanusa I Obpaseu - I
Tun obpasua I vl [pyroi Tun o6pasua

‘ MpuMeyanus

Hauars aHanus CKaHWPOBATh WTPHX-KOA KapTpHXa l I OTMEHHTb |

MantoHok 5-97. BuaaneHHsi KoMaHAM Ha NpoOBeAEHHs aHani3y, 3aBaHTaXeHOoi 3 XOCTy

3. BinobOpasutbes miangorose BikHO miaTBepukeHHs. HatucHiTe OK s
MIATBEPIKCHHS BHIATICHHS.

. Lz xomanna Oyye BujasieHa 3 TaOuIl.

e TloBizomuenns Oyme HaiCTaHEe HA XOCT.

lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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5.21.2 3aBaHTaXeHHSs pe3ynbTaTy aHanisy Ha XocT

PesynwraTu aHaimizy MOXyTh OyTH 3aBaHTaKEHI B XOCT SIK aBTOMaTH4YHO, TaK 1 BPy4HY.

5.21.2.1 ABTOMaTM4He 3aBaHTaXXeHHSA pe3ynbraTy aHani3dy Ha XocT

1.V Brimaaui HanawTyBaHHA nigknioyeHHA Ao xocty (HacTpoika noaKnioyeHus K XocTy)
B miajoroBomy BikHI HamamryBanus cuctemu (Hactpoiika CHCTEMBI) BiTMITBTE
KIITHHKY ABTOMaTU4He 3aBaHTaXeHHSA pe3ynbTaTy (ABTOMaTM4ecKas 3arpyska
pesynbrara), mo6 3aBaHTAKUTH PE3YIIBTAT IiC/IsS 3aBEPIICHHS aHai3Yy.

Jus. MantoHok 5-98.

e e e e e e
P -l B

f()ﬁ-m rllacmm"lummm rl'lunl rHacrpoixucmancxomou | I
E Pa.3|)ell HTb CEA3b C XOCTOM
Host Setting

[C] Menonesosars Cepheid Link (noCTaBHTL OTMETKY TONLKO B CNY4ae HANWYHA CBA3YHOWErD nporpaMmHoro obecnedennn Cepheid Link anA npocnexneannA npobil)

ID xoeta |Jenny

\ [_] ABTOMaTH4ECKHIi 33NPOC XOCTa NOCNE CKaHMpoBanus 1D obpasua

KIZ ABTOMaTH4eCKaR 3arpy3ka KOMaH Ha NpoEefleHHe aHannsa
[v] ABTOMaTHHECKAR BRITDY3KA PE3YNLTATOR
[_] Mcnonszoears ID 06pazua n2 aHankaaropa

HacTpolkn CBA3N Y KOl

Mpotokon @ HLT (0 ASTM | i e KOl |

3anycTuTe XoCTKak @ Cepeep (' Knuewt

IP-agpec cepeepa |192168.100.44

| OKOHYHTL CPOK AEHCTEHA Pe3ynbTatos |

Moprie [11140 | COpoc Oybepa canam |
Kon aHanuza c xocta
Paspewuts | Tecr ‘ Kop aHanwaa c xocta
[ BCR-ABL Version 2 Beta 4.4a Bepcua 1 BCR PenakTHpOBaTh -
v Bladder Beta Assay Bepcua 3 BLAD PeNakTHpoBarL 7
| Flu-RSV Beta Bepcna 2 PenakTHpOBATE |
] GX CrossTalk Bepcua 1 PeNakTHPOBaTL
] GX OpticalReads Bepcua 1 PenakTHPOBaTL
[] HCV v75B Xpertise 5.2 Bepcua 1 HCV PenakTHpoBark |
I vl HIV -10uant SW Val 20140114 Rencwa 1 HIV PRNAKTHNDRATH el
| oK | ‘ OTMEHHTL |

MantoHok 5-98. ABTOMaTM4YHe 3aBaHTaXeHHs pe3ynbraty

2.  Harucuite OK. Craryc 3aBanTakeHHs BioOpaxaeThcst B obmacti [ndopmartist mpo
anani3 (Madopmarms 06 ananuse) Bikaa [lepersn pesynsraris (IIpocmotp
pE3YyNBTaToB).

[Ticns 3akiHUEHHS aHANI3Y pe3yabTar Oylae aBTOMAaTHYHO 3aBaHTakeHHH. CTaryc
3aBaHTaXCHHS BioOpakaeTbcs B obmacti [Hdopmanis mpo ananiz (Madopmanus 06
ananmse) BikHa [lepermsin pe3ynprariB (IIpocmotp pesynbraroB). Jue. MamxroHok 5-99.
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B GeneXpert® Dx Systen

Monbac Oryersl Hactpowku O6Gcnyxusauue [p ppes. O Moneb3oBarens Detail Use!
Cgm i i T i @ !
&. LSS o= =K N J
Co3parb aHanus MpoeepuTsL cTaryc OCTaHOBHTL aHANu3 MpocmoTtp pea. OnpefenuTs TecTbl OnpenenuTs rpacuku ObcnyxueaHue
ID naymenTa N\ Buab! {I( Peay | Pesynerar no awanuty | OnbitHetii | OwwGkM | Wcropws | Mopmepxxa |
H112874895762R I“DOCWW pes-ta Ha3eauue recta Xpert CDIFFICILE Bepcua 3
‘IMepenyHan Kpusan

Pesynbrar m L

ID obpasua

SD142231

Tect Xpert CDIFFICILE

Bepcua 3 IFor SW demonstration use only.

Tun Obpasey .
Tun obpasua | [pyroe :
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MantoHok 5-99. 3aBaHTaXeHHSA XOCTy, BigobpaxeHe B obnacti IHdpopmauis npo aHani3 (MHdopmauus
o6 aHanu3e) BikHa lNepernapg pesyneratiB (MpocMoTp pe3ynsraToB)

5.21.2.2 Py4He 3aBaHTaXXeHHA pe3ynbraTy aHani3dy Ha XocT

1.V Brimaaui HanawTyBaHHA nigknioyeHHA Ao xocTy (HacTpoika noaKnoyeHUs K XoCTy)
B miajoroBomy BikHi HamamryBanns cucremu (HacTpoitku cucTeMBl) mepeBipTe, 91
akTUBOBaHO ABTOMaTU4He 3aBaHTaXEHHA pe3ynbTaTy (ABTOMaTMYecKas 3arpyska
pesynbrara). Jus. MamroHok 5-98.

2. Harucuite 3aBaHTaXWTU aHani3 (3arpy3uTb aHanu3) y BikHi [leperisin pe3yasTariB
(ITpocMoTp pesynbraroB) (muB. MaroHOK 5-99). 3’ sBuThCs BikHO BubpaTtu
aHami3(-n) AJs 3aBaHTaXeHHsI B XocT (BpIOpaTh ananu3(-bl) 115t 3arpy3KU Ha XOCT) i3
BiTOOpaKeHHSAM 3aBepIieHNX aHaii3iB. lus. Mamronok 5-100.
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Cocro-

ID naumenTa Monb3ogare... Pesynerar Tecr Cratyc fAHWE Hata
3anycka
OWHOKH
[Z1 §|Oxua. 3asep. gbi... HenpumeH... H112874895..SD 142231 Detail User NEGATIVE Xpert CDIFFICILE [oToBO OK 12/09/20 16:25:08
_| j|Npocpoyex Henpumen... H351827299...UH489831 Administratio... NEGATIVE Xpert CDIFFICILE rotoBO OK 12/14/20 17:05:51
=
]
Beibparn OrmennTs BiOOP Buibparn OTMeHNTL Bbibop Buibpatn
Bce Bcex Boigenexnsoe BuigeneHHoro Bce B OXHAaHWKH
\ Boirpy3uts ‘ I 3aKpbiTh |

MantoHok 5-100. BikHo Bubpatu aHani3(-u) onAa 3aBaHTaXXeHHs B XOCT

(BbiOpaTb aHanu3(-bl) ANA 3arpy3ku Ha XocCT)

MoskuBi CTAaTyCH 3aBAHTAKCHHS B XOCT:

OuikyBaHHS 3aBeplLeHHA 3aBaHTaXeHHA (OxuaaHMe OKOHYAHUA 3arpy3Kku) — reit
PE3YJbTAT UIC HE 3aBaHTAKCHUU.

3aBaHTaxeHHs (3arpy3ka) — pe3ynsrar BXe 3aBaHTaKEHHIA.

MoBTopHe 3aBaHTaxeHHA (TOBTOPUTBL 3arpy3Ky) — 1ieii pe3yabrar OyB 3aBaHTaKECHHUI
paHiIe i B JaHUW 9ac 3aBaHTAXY€ETHCS 3HOBY.

3aBaHTaXeHo (3arpyxeHo) — Lieii pesynsrar OyB OTPUMaHHN XOCTOM.

Ornsg (MpocMoTp) — 11e 30BHIMIHIM KOHTPOJIb, 1 HOTO CITif| IEPETNISHYTH, TEPIT HiX
3aBaHTaKyBaTH BPYYHY.

MpotepmiHoBaHo (MPOCTPOYEHO) — aHairi3 He OyB 3aBaHTAKEHMIA, i CHCTEMa He Oyre
CIIOBILIATH TIPO 1€ KOPUCTYBAYEBI NP BUXOIi 3 MPOrPAMHOTO 3a0€3MEUEeHHS.

Ao cnpoba BUIATK 3 NporpamHOro 3abesneyeHHs 3A4iINCHI0ETLCA Nif, Yac OYiKyBaHHA

Mpumitka 3aBaHTaXeHHs, 3aBaHTa)KeHHs abo NOBTOPHOTO 3aBaHTaXKEHHS pe3ynbTarTis, NporpaMHe
3abesneyeHHs NoBiAOMUTb KOPUCTYBaYa.
lMocibHuk onepamopa cucmemu GeneXpert Dx 5-107
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3. Bubepith anami3, skl XoueTe 3aBaHTAXHUTH. BH MoXkeTe BUOpaTH OKpeMi aHai3H
OJIMH 3a OTHUM a00 BuOpaTu Oararo aHami3iB (no 100 aHamiziB), HATUCHYBIIH OJHE 3
HACTYITHOTO:

+  BubOpatu Bci (BbibpaTb BCe) — iist BUOOPY BCiX aHANMi3iB y TaOIHIII.

+  Bubpatu BugineHi (BbibpaTb BblgeneHHble) — i BUOOPY aHai3iB, ski Bu
BUIUIAINA.

*  Bwubpatu BCi B pexumi ovikyBaHHA (BbiGpaTh BCe B pexume OXuaaHNUA) —
BHOpATH JHINE Ti aHATI3M, Kl paHillle He 3aBaHTaXKyBaJIHCh.

4. Harucuite CkacyBaTh B1Gip ycix (OTMeHUTb BbIGOP BCeX), 11100 BiAMIHUTH BCi
BHOpaHi aHasi3u y miasoroBomy BikHi. Harucuits CkacyBaTu BUOGip BUAINEHUX
(OTmMeHuTb BbI6OP BblAENEHHbIX), 11100 BiAMIHUTH BUOIp BUAIICHHX aHATI3iB.

5. Harucuite 3aBaHTaXnTH (3arpy3nTb). 3’ ABUTHCS HOBIIOMICHHS Ta 3allUT HA
iITBEPKECHHS 3aBAHTAKEHHS.

6. Harucuite 3aKkpuTtu (3aKpbIThb).

5.21.2.3 3aBaHTaXeHHA pe3ynbTaTy 30BHILWHLOro KepyBaHHSA B XOCT

He3zanexHo Bix Hajamrysans ABTOMaTUMHOIO 3aBaHTaXXeHHs pe3ynbTaTy (ABToMaTu4eckas
3arpyska pesynbTara), pe3yJabTar 30BHIIIHBOTO KepyBaHHS 3aBaHTAXKY€EThCS Bpy4Hy. [uB.
Poznin 5.21.2.2, Py4ne 3aBaHTa)XeHHS pe3yJbTaTy aHai3y Ha XOCT.

5.21.3 YcyHeHHSs1 HecnpaBHOCTEMN NiAKMOYEHHA A0 XOCTY

[Tpu HasBHOCTI poOIIeM 3 MiAKITIOYEHHIM 10 XOCTy auB. Po3nin 9.19.3, YeyHneHus
HECIPaBHOCTEH MiAKIIo9eHHs 10 xocTy Ta Po3min 9.19.4, YcyHeHHs HecipaBHOCTEH B
iHTepdetici cucremu nadoparopHoi inpopmauii (LIS).
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5.22 Pob6orta 3 nigkntovyeHHAM Cepheid Link

Y mpoMy po3niii HaBemeHo iHCTPYKIil moao Bukopuctanas Cepheid Link s
CKaHyBaHHS 3pa3KiB Ta KapTPHUKIB Ta IS MPOBEICHHS aHali31B HA CHCTEMOIO
GeneXpert Dx. Po6ounii nponec mist Bukopuctanas Cepheid Link mornsrae B Tomy,
10 KOMaH/a aHalizy BBoAUThes B cucteMy LIS mpunany. Cxanep Cepheid Link
BHKOPHCTOBYETHCS TSI CKAaHYBAaHHSI 3pa3KiB Ta KapTPHUIKIB HETIOAAIIK BiJl CHCTEMH
GeneXpert Dx abo Bignaneno. [loTiM kapTpuaKi EpEeHOCATHCS HA CUCTEMHU
GeneXpert Dx 1 ipoBeieHHS aHaNi3iB. Pe3ynbraTn aHami3iB 3aBaHTa)KyIOTHCS B
cucreMy LIS npunany.

Micnsa Toro, sik cuctema 6yae HanawToBaHa ansA ckaHepa Cepheid Link, it He moxHa byae
BUKOPUCTOBYBaTH A1 KOMaHA HAa NPoBeAeHHA aHanisiB, He noB’A3aHux 3 LIS, a6o ansa
npoBeAeHHs 30BHiLWHiIX KOHTponiB 6e3 BigkntoyeHHsA Cepheid Link. Cepheid Link moxHa
NigKNo4YUTY We pas3 nicns 3anycky KoMaHA Ha NpoBeAeHHsA aHani3iB, He NoB’si3aHux 3 LIS,
a60 30BHilWHIX koHTponiB. HanawTtyBaHHA Cepheid Link onucani B Po3ain 2.14.4.2,
KoHdirypauis 3B’a3ky 3 xoctom ans Cepheid Link

BaxnuBo

. Po3nin 5.22.1, CxanyBaHHS 3pa3ka Ta KapTpumka 3 Bukopuctanasm Cepheid Link

. Po3nin 5.22.2, Bukopucranus kapTpukiB, BinckanoBanux Cepheid Link

Cepheid pekomeHaye 3aBxau nigTBepAXyBaTH, WO 3aBaHTaxeHi B LIS pesynkratu
BigNoBigalTb pe3ynbratam aHanisiB GeneXpert nicna 6yab-akux 3miH B GeneXpert a6o
Veara XOCTi cucTemMu, BKIo4Yaro4un (ane He o6MexXyH4ncb) 3MiHU HacTYMHOro:

* Bepcis nporpamHoro 3abesneyeHHA GeneXpert

* Bepcisi BU3Ha4yeHHA aHanisy GeneXpert

* HanawTyBaHHS NigknoYeHHs Ao xocty GeneXpert

* nporpamMHe 3abe3ne4YyeHHs XocTy abo 3MiHM HanawTyBaHb

* nporpamMHe 3ab6e3neyeHHs LIS abo 3MiHM HanawTyBaHb

5.22.1 CkaHyBaHHS 3pa3Ka Ta KapTpuaxa 3 BUKOPUCTAHHAM
Cepheid Link

[Ticns BBeneHHs komanau B cucteMy LIS, BukopucroByiite ckanep Cepheid Link ms
CKaHyBaHHs 3pa3ka Ta kaprpumxka. Llg mporenypa nepenodadae, mo ckanep Cepheid Link
HaJAIITOBAHWH BIAIOBIAHO H0 IHCTPYKIii Kepienuymea ons kopucmysauie Cepheid Link
1 CKaHEep BXKE BKJIFOUCHU.

onsa CKaHyBaHHA 3pa3Ka Ta KapTpuaxXxa KomaHAay Ans aHanisy HOTpiGHO nonepegHbLO BBECTU

Baxnueo :

B cucTtemy LIS aHanisaTopa.

1.  3HIMITh CKaHep 3 JOK-CTaHIIii.

2. Slkmio expaH ckaHepa 3a0JIOKOBaHO, MPOBEITh MAIBIEM 10 €KpaHy BrOPY 110
BEPTHKAJI, 00 pOo30JIOKYBaTH €KpaH.

3. Viiigite y ckanep Cepheid Link, BUKOpUCTOBYrOUYH PU3HAYEHE 1M 51 KOPUCTYBava
Ta mapoins (auB. Mamonok 5-101). Bimobpasuthcs ekpan 3ickaHyiiTe 3pa3ok (Scan
Sample). Jlus. Mamtonok 5-102.
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4.

] I

Login (Bxig)

Username (IM”s1 kopucTyBaya)
OpUser (KopucTysau)

Password (Maponb)

Remember username
(3anam’aTatu iM’'a kKopucTyBada)

Submit
(BianpaswuTu)

1N F21 §31 F43 RSN K68 74 k8 AN N0

1|

/ ? &

@ # 8% & * |-

Go

MantoHok 5-101. EkpaH Bxogy ckaHepa Cepheid Link

CkanyBanHs 1D 3pa3ka 3a 1011oMororo ckasepa:

e JIns ckanyBanHs ID 3paska:

1)

2)

3)

Harucuite rony0y KHOIIKY ckaHepa (po3TamoBaHy 3 000X OOKiB CKaHepa
MTPHUX-KOAIB), MO0 CKaHyBaTH MTpHUX-Kof KapTpumka. LI Tpux-kom 3pa3ka
Oyne BinckaHoBaHo, i Cepheid Link mepeBipuTh, uu € KoMmaHaa At
MIPOBEIICHHS aHaATI3y 3pa3Ka.

V pasi HassBHOCTI KOMaHAM, Ha ACSKUH Yac BifoOpakaTUMEThbCs eKpaH
Yenimmao (Success) (3enena raodka) (auB. Mamorok 5-103) 1 3°IBHTBCS
ekpaH 3ickanyiire kapTpumxk (Scan Cartridge). Ius. Mantonok 5-106.

SIkmio koMaH/Ia He 3HalieHa, BinoOpasuThecs expan [Tommika
(xomanna ne 3Haiinena) (Error (Order Not Found)) (uepBonuii X)
(muB. MasmoHok 5-104). Haruchits kHoOnky OK, 11106 moBepHYyTHCS
10 eKkpaHy 3ickaHyiiTe 3pa3ok (Scan Sample).

e Slxmio mTpux-Kox 3pa3ka HeJoCTyMHHM, BBeAiTh ID 3paska BpydHy:

1))

2)
3)

TopkHiThest obmacti WTpux-kop (Barcode) Ha expani
(muB. Mamonok 5-102). [lnsg pyuroro BBeneHHs [D 3paska
BiOOpa3uThes Kinasiatypa (auB. MamroHok 5-105).

BukopucToBytoun Knasiatrypy, Bpy4Hy BBediTh ID 3paska.

Harucuite kHonky BignpaButu (Submit), mo6 nagiciaaru ID 3paska.

5-110
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4) 'V pasi HassBHOCTI KOMaH/H, Ha JAESKUHN Yac BiqoOpakaTUMEThCs eKpaH
Yenimao (Success) (3enmena ranouka) (quB. MamroHok 5-103) i 3’IBUTBCS
ekpaH 3ickanyiire kapTpumk (Scan Cartridge). Ius. Mantonok 5-106.

5) SIxmo KomMaHJa He 3HaleHa, BinoOpa3uThes expaH [lommnka
(xomanpa ue 3Hainena) (Error (Order Not Found)) (uepBonwmii X)
(muB. MasoHok 5-104). HarucHits kHonky OK, 11106 moBepHyTHCS
10 eKkpaHy 3ickanyiite 3pa3ok (Scan Sample).

[a] T 2 100% B 4:03

Scan Sample (3ickaHyrite spasok) =

HaTtucHitb TyT gna —
Bigo6paXxeHHA MeHIo ‘ 2

cKaHepa 1. Sample 2. Cartridge
(1. 3pasok) (2. KapTpuax)

HatucHitb TyT Ans —

py4Horo BBegeHHs ID
3paska

MantoHok 5-102. EkpaH 3ickaHynTe 3pa3ok (Scan Sample)
ckaHepa Cepheid Link
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MantoHok 5-103. EkpaH CkaHyBaHHSA ckaHepom Cepheid Link ycniwHe
(3eneHa ranoyka)

(He 3HangeHoO TECTOBOrO 3aMOBJIEHHSA
ans ID 3paska 106.)

X

Test order not found for Sample ID

SamplelD106.

MantoHok 5-104. ExpaH NMomunka ckaHepa Cepheid Link (komaHAaa He 3HanaeHa)
(yepBOHMN X)
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HaTUCHiTb KHONKY
BignpaBuTtu \
(Submit) nicnsa

BBeaeHHs ID 3pa3ka

TopkHiTbCA MoyaTun
3aHoBo (Start Over), \
Wwo6 noBepHyTUCA A0
eKpaHy 3ickaHyuTe

3pa3ok (Scan Sample).

o] M &F 94%

Scan Sample (BickaHyiTe 3pa3ok)

1. Sample 2. Cartridge
(1. 3pasok) (2. KapTpnax)

SamplelD10g] (ID 3paska 108)

Submit
(BignpaButn)

(ID 3pa3ska 108)

(BUGipKOBMIA) (ID 3paska)

iIN §25 §31 §4% §53 16N 74 i8N NOX R0

i3 14 B

@ # $ % & * -

& 100%

Scan Cartridge (3ickaHyiiTe KapTpumk)

1. Sample 2. Cartridge
(1. 3pasok) (2. KapTpuax)

\ C start Over

(MoyaTtn 3aHOBO)

MantoHok 5-106. EkpaH 3ickaHynTe kapTpuax (Scan Cartridge)

ckaHepa Cepheid Link

lMocibHuk onepamopa cucmemu GeneXpert Dx

303-1548-UK, Pen.A 2023-07

5-113



IHCTpYKLUIT 3 ekcnnyaTauii

Jl1s1 ckaHyBaHHSI INTPUX-KOAY KapTpHIKa:

HatwucHiTh KHOTIKY CKaHepa (po3TaIIoBaHy 3 000X OOKIB CKaHepa ITPUX-
KOJIiB), MO0 CKaHyBaTH IITPUX-KOX KapTpumka. [Ticns ycminHoro ckaHyBaHHs
mrpux-koxy kaprpumka, Cepheid Link 3’emHae kapTpupk i3 3pa3koM B mapy.
CkaHep MHUTTEBO BioOpakaTMe iH(opMaIlito CKAHOBAHOTO KapTpUIKa (IHB.
Masmonok 5-107).

SIKIIO KapTPUIK YCITINIHO 3’ €JIHAETHCS 13 3pa3KOM, Ha JICIKHUiA yac BimoOpasuThes
ekpaH YcmimHo (Success) (3eneHa ranouka) (que. Mamtonok 5-103).

SIKIIo KapTpHK He 3’ €THAETHCS 31 3pa3koM, BimoOpasuThes ekpan [Tomuika
(Error) (uepBonuii X) pa3oM i3 HOBiJOMJICHHSM PO TIOMUIIKY IS TIPUKIIATY
(muB. Mamonok 5-108). TopkaiThest KHOKH OK, 11106 TTOBEPHYTHCS 10 €KpaHy
3ickanyiTe kapTpumk (Scan Cartridge). CkaHep IOBEPHETHCS 10 €KpaHy
3ickany#iTe 3pa3ok (Scan Sample) (nuB. Mamtonok 5-102).

SK110 amikBOTH MOTPiOHO BifCKaHyBaTH, Oy/e MOKa3aHO eKpaH 3icKaHyHTe
anykBoty (Scan Aliquot) (quB. MastoHok 5-109).

Ckanep Bino6pasuth ekpat llintBepmxenns (Confirmation) (aus.

MautoHok 5-110), K10 amikBOTH He MOTPiOHI 1 MiATBEPIKEHHsI aKTHBOBAHO,
abo noBepHe Bac 1o expany 3ickaHyliTe 3pa3ok (Scan Sample) (aus.
Mamonok 5-102).

Harwucuits Movatn 3aHoBo (Start over), 1106 He ckaHyBaTH axikBOTY

1 IOBEPHYTHCS 110 ekpaHy 3ickanyiiTe 3pa3ok (Scan Sample). J{us.
Maironok 5-102. ITicas naruckanus kaonku Moyatn 3aHoBo (Start over)
3’SIBUTHCSI €KPaH ITiATBEPKSHHS.

(Heo00B’13K0B0) SKI110 11151 3pa3ka MoTpiOHE CKaHyBaHHSA allikBOTH, BiI0Opa3uThCs
ekpaH 3ickanyiite anmykBoTy (Scan Aliquot) (auB. Manronok 5-109).

HatwucHiTh KHOTIKY CKaHepa (po3TaIoBaHy 3 000X OOKIB CKaHepa ITPUX-
KOZIiB), MO0 CKaHyBaTH INTPUX-KOA alikBOTH. LIITpux-Koz amikBOTH Oyzne
CKaHOBaHUI.

SIKIII0 aJTIKBOTY YCIIITHO BiJICKAHOBAHO, HA JESKUH Yac Bi0Opa3sUThCS €KpaH
Yenimao (Success) (3enmena ranouka) (auB. MamoHok 5-103).

SK110 aHai3 BCTAHOBJICHUIA [T ATIKBOT, aJie 3pa30K He OyB pO3AUICHHI Ha
anmikBoTH, TOpKHiTECs [ponycTuty (Skip), 106 nporycTuTH CKaHyBaHHS
anikBotu. Cxanep BinoOpasuth exkpaH [linTeepmkenns (Confirmation) (aus.
Mamnrorok 5-110), sIKII0 alikBOTH HE TOTPiOHI 1 MATBEPHKEHHS aKTHBOBAHO,
abo moeepHe Bac 5o expany 3ickanyliTe 3pa3ok (Scan Sample) (qus.
Masmonok 5-102).

SIKI110 aJTiKBOTH MOTPIOHO BiCKaHyBaTH, Oy/ie MOKa3aHO eKpaH 3iCKaHyHTe
anmykBoty (Scan Aliquot) (muB. ManroHok 5-109).
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*  Harucuits [oyatu 3aHoBO (Start over), 06 He ckaHyBaTH aTiKBOTY
1 TOBEpHYTHCS 10 eKpaHy 3icKaHyiTe 3pa3ok (Scan Sample) (nuB.
Maimonok 5-102). Iicns Hatrckanus kuonku fMoyaTtu 3aHoBo (Start over)
3’SIBUTHCS €KPaH MiITBEPKCHHS.

7. (Heo6oB’s13x0B0) Cxanep BinoOpaszuth ekpaH Ilintepmkenns (Confirmation)
(muB. MamoHok 5-110), siko akTHBOBaHO, a00 oBepHe Bac 10 expany

3ickanyiTe 3pa3ok (Scan Sample) (nuB. Mamtonok 5-102).

8.  Slkmio BimoOpaxaethes expan [linTBepmxenns (Confirmation), HaruchiTs Movatu
3aHoBo (Start over), 106 miepeiitu 10 ekpany 3ickanyiiTe 3pa3ok (Scan Sample).
JuB. Mamronok 5-102.

o] B # 93%
Scan Cartridge (3ickaHyiTe kapTpuax)

Sample 2. Cartridge
(1. 3pasok) (2. KapTpumx)

03008306502173573104452;F:03;A:Xpert
EV;V:3;P:83;L:65;R:2;G:3C654F133D654962
84D589A9C300FE8A;UF:001;MT:20.0,20.0;
NF:309,76;SF.001;MA:45,45,MI1:3,3;EP:5,5,P
K:10.0,10.0;PL:603,221;PH:123,31;PD:0,0;,CD
:0,0;EF:-9999.0,-9999.0;CS:240cc04a

C Start Over
(MoyaTtn 3aHOBO)

MantoHok 5-107. EkpaH IHchopmauiss npo ckaHyBaHHA KapTpuaxa

ckaHepa Cepheid Link
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(BickaHoBaHU kapTpuOX BXe OyB
CMONy4eHun i3 3pa3kom.)

X

The scanned cartridge has already

been paired with a sample.

MantoHok 5-108. EkpaH NMomunka ckaHyBaHHsA kapTpuaxa ckaHepa Cepheid Link

g

(BickaHynte
anikesoty #1)

1. Sample 2. Cartridge 3.Ahquo!a
(1. 3pasok) (2. KapTpuax) (3. Aniksota)

& Scan Aliquot #1

Barcode (LWTpnx-koa)

- Skip C Start Over
(MponycTnTtN) (Moyatn
3aHOBO)

MantoHok 5-109. ExkpaH 3ickaHyunTe anikBoty (Scan Aliquot)
ckaHepa Cepheid Link
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laa)

Confirmation (MiaTBEpAKEHHS)

Successfully paired
(YcniwHo cnonyuyeHi)

Sample: (3pasok:)
SamplelD108 (ID 3pa3ska 108)

Cartridge: (KapTpnax:)
03008306502173573104454;F:03;A:Xpert
EV;V:3;P:83;L:65;R:2;G:3C654F133D6549
6284D589A9C300FE8A;UF:001;MT:20.0,2
0.0;NF:309,76;SF:001;MA:45,45;MI:3,3;EP
:5,5;PK:10.0,10.0;PL:603,221;PH:123,31;P
D:0,0;CD:0,0;EF:-9999.0,-
9999.0;CS:240cc04a

C Start Over
(MoyaTtn 3aHOBO)

MantoHok 5-110. EkpaHn MiaTBepaxeHHA (Confirmation) ckaHepa Cepheid Link

10.

11.

12.

13.

Jlnst ckaHyBaHHSI JOMATKOBHX 3pa3KiB Ta KapTPHIKiB mepeiinite B Kpok 4 Ha
ctop. 5-110.

Komu Bci 3pasku Ta kapTpumki OymyTh BiJIcCKaHOBaHi, BUIAITE i3 cucremu Cepheid
Link. Bigkpuiite MeHIO cKaHepa, TOPKHYBIIHCH 3Hauka Mento (Menu) y
BHIIAJaF040My MeHI0 (nuB. MamoHok 5-102). BizoOpa3uThcs MeHIO ckaHepa.
Jus. Mamronok 5-111.

B meHto ckanepa TopkHiThCs Buxig i3 cuctemu (Logout). Y umkHiit vactuni ekpany
Oyze 300pakeHe /1iajioroBe BIKHO BUXOAY 3 cucteMu. [JuB. MasroHok 5-112.

Ha expani Buxony 3 cuctemu HatucHITH OK, 1100 BUHTH 3 cHCTEMU CKaHepa
(muB. Mamonok 5-112). BimoOpa3utbces ekpaH ckanepa Bxin B cuctemy (Login).
JuB. Mamronok 5-101.

Bubepits Bigmina (Cancel), sikio Bu He xo4eTe BUXOIUTH 3 CHCTEMH CKaHepa.

[ToBepHiTh ckaHep Ha JOK-CTAHIIIIO.
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IHCTpYKLUIT 3 ekcnnyaTauii

& 89%

= OpUser (Kopuctysau)

Scanner (CkaHep) %

Settings (HanawtysaHHs) >

HaTtucHiTe Buxig i3 cuctemu .
(Logout) ans Bigo6paxeHHs About (IHcbopmaLis) >

Aianorosoro BikHa \
Buxig i3 cucremmn Logout (Buxiz) >
(Logout)

éeph eid.

A better way.

MantoHok 5-111. Cnapatoue meHo ckaHepa Cepheid Link

& 89% M 11:47

= OpUser (Kopuctysay)

Scanner (CkaHep) >
e

Settings (HanawTrysaHHs) >

About (IHcpopmaulis) >

Logout (Buxin) >

HatucHite OK, w06
BUATU 3 CUCTEMU
CKaHepa

Logout? (Buxia?)

OK

Cancel (BigmiHa)

ManwHok 5-112. [lianoroBe BikHO Buxig i3 cuctemu ckaHepa Cepheid Link

lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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IHCTpyKUIT 3 ekcnnyaTauii

5.22.2 BukopucTaHHS KapTpuaxis, BiackaHoBaHux Cepheid Link

[Ticns Toro, sik KapTpuIpKi Oynu ckaHosaHi 3a mornoMoroto Cepheid Link, Bonu
nepeMimyroThes B cucremy GeneXpert DX aiisi BUKOHaHHS aHaTi3iB.

Cucrtema noBnHHa 6yTn HanawToBaHa anAa Cepheid Link, nepLu Hixk 3anyckaTu aHani3um 3a
Baxnueo ponowmoroto uiei npoueaypu. HanawrtyBaHHa Cepheid Link onucaxi B Po3gin 2.14.4.2,
KoHdirypauis 3B’a3ky 3 xoctom ans Cepheid Link

[porec 3amoBieHHs Oy/ie MPOAEMOHCTPOBAHO 3a JIOTIOMOTOI0 cepil 3HIMKIB eKpaHa, SIKi
CIIPSIMOBYIOTH Bac Ha Te, MO0 CKaHyBaTH Y BBOAWUTH iHGOPMAITIIIO TIPO aHAITI3.

o6 nmouatu anamizu B cuctemi GeneXpert Dx:

1. Ha momamabomy expani cuctemu GeneXpert Dx Bubepits kHonKy CTBOPUTH aHanis3
(Create Test). Tus. Mamntorok 5-113.

ﬂ GeneXpert® Dx System - ' - - - =

OaHHbiMM  OTyeTsl Hactpoikn OGcnymueanwe O nporpamme Mone3oeatent Detail Usel

-

Mon.:

Mg e E N N

Co30aTe aHanus MNpoeeputk cratyc OCTaHOBHTE aHANK3 MNMpocmotp pes. OnpenenuTs TeCTsl 0 i ObcnyxueaHne

Mogynu b AHanu3oe C MOMEHTa 2anycka
HazBauue D L M:B"::m . e = Tect |Craryc ?lf:::_ M
Tect BLINON- Craryc pe ;| obpasua MO, Barens Tar Ty 3anycka
MOZYNA obpasua T BLINOITHEHHA | [
aHanuza |

Al JoctynHo
A2 JocrynHo
A3 JoctynHo
| Ad JoctynHo

MantoHok 5-113. JomawHin ekpaH GeneXpert Dx

2.  Bimo0Gpa3uthcs ekpan Komanaa Ha mpoBenenHs ananizy 3 xocty (Host Test Order)
Ta ekpaH 3JicKaHyiTe mTpux-Kox KapTpumxa (Scan Cartridge Barcode). J{us.
Mamnronok 5-114.

Harucuite kHomky Bigmina (Cancel), skio Bu He XoueTe moYMHaATH aHai3.

HaBiTb He3BaXxatuM Ha Te, LU0 Ha ekpaHax XocTa BifgobpaxkatoTbCa nons Ang gemorpadivHmx

MpumiTka o . .
OaHUX NauleHTIB, AaHI HEe MOXYTb 6mi BBeEHI B Nons.
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ID naumeHTa ID obpasua

BpemA KoMaHgw ¢ xocTa

Vp,armn, BCe KOMaHQb! FMaBHOIO KOMNLKTEPA Ha ELINOSTHEHHE aHaNM30B ]

u
PyyHo# 2anpoc _—

.= |

4 |»

B Crarnposars Wwipux-koa KapTpraxa » B (]
IDnauwesra
i copeitie OTCKaHUPYiiTe WTPHX-KOA KAPTPHAXA.
Bbibparb TecT w l
Buibpars mogyns
ID naprw peaxtuea 1
Tun ananusa | Obpazey - |
Tun o6pasua | - | [Ipyroii Tun o6pasua | |
TpHueyaHHA

I Hayarb ananus ‘ [ CKaHHpOBaThb WTPHX-KOA KapTpHoKa l I OTMEHHTL ‘

MantoHok 5-114. Tabnuusa komaHa Ha NPoBeAeHHSA aHani3y Ta eKpaH
3ickaHyuTe WwWTpUx-Koa kapTpuaxa (Scan Cartridge Barcode)

5-120 lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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IHcTpyKUii 3 ekcnnyaTauii

3. Sk omucano B MamoHok 5-114, BinckaHy#Te IITPUX-KOJ KAPTPHUIKA 32 JIOTIOMOTOI0
CKaHepa, SIKUil JOAaEThCS.

Cucrema GeneXpert Dx naninmere 3anut cuctemi Cepheid Link nnsa nepesipku
HAsABHOCTI KOMaH/IM B CUCTEMI. SIKIIIO KOMaH/a iCHY€, KoMaH 1a Oy/ie 3aBaHTaKeHa
B cuctemy GeneXpert Dx (muB. ManroHok 5-115).

ﬂ Cozgats aHams E
Tabnuua KOMaHf Ha NpoBeeHHe aHanu3a c xocTa
ID naumexTa ID o6pasua Tecr CTAT Bpema KoMaHAab! ¢ XocTa
P49384753 SamplelD105 Xpert EV Bepcua 3 HopManbHbI 12114120 16:41:01 Ynanute I

l YAanute BCe KOMaHb! FNaBHOMO KOMNLIOTEPA HA BLINOSIHEHHE aHANN308

| |3anpoc rnaeHoro KoMnboTepa Ha KapTpumk [008306573104452] otnpasneH 8 12/19/20 14:57:17.
1 KOM3HAa(-bl) 3arpyKeHa.
3agepweHne 3anpoca Ha 12/19/20 14:57:19.

4« |

ID naynenta P49384753
ID obpasua SamplelD105

HazBanne Bepcua
Bouibpatb tect  XpertEV 3 -
Buibpars moayns | A1 v
1D napTHH peakTua* 5 CpoK rofHoCTH* C/H kaprpupxa*
Tun aHanusa I Obpazey v |
Tun o6pasua | [ipyroe - Dpyroi Tn obpasua |
Mpumeyanua
l Havatb aHanu3 I CkaHMpOBaTh WTPHX-KOJ KapTpHaXa | l OTMeHHTL |

MantoHok 5-115. EkpaHn CtBopuTu aHani3 (Create Test)
i3 306paxeHHAM 34iNCHEeHHA 3anNUTy Ha KapTpPUAX

4. 'V posnini Tabnuua komaHa Ha npoBeaeHHs aHanisy 3 xocty (Host Test Order Table)
(muB. MaoHok 5-115), neperisiHbTe KOMaHay. BBeaiTh qoaaTtkoBy iH(opMaIlito
a00 MPUMITKH, AKIIO 116 HEOOXiHO, & TIOTIM HATUCHITH KHONKY [MoyaTn aHanis3
(Start Test). 3’ sButhcst momaruHiit ekpan GeneXpert i3 300paXKeHHSIM BHIITICHOTO
3€JICHUM KOJOPOM TOBIJOMJICHHS TS 3aBAHTAXKEHHS KAPTPUKA B MOJYITb.

JuB. Manronok 5-116.

Bu He moxeTe amiHioBaTH ID nauieHTa (SKLWo akTuBoBaHo), ID 3paska, AemorpadiyHi faHi nauieHTa

MpumiTka : . . A
abo aHani3, AKWo BIH 3aBaHTaXXeHN 3 KoMaHOM Ha NpoBeaeHHA aHanidy Link.
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IHCTpYKLUIT 3 ekcnnyaTauii

5. Skmo noTpiOHO, YBIHIITE B CHCTEMY, IOO PO3MOYATH aHATII3.

Bu MokeTe CTeKHUTH 32 XO[I0M aHai3y a00 IHIIUMH iHINKAaTOpaMH CTaHy B

obmactax Mogyni (Modules) a6o MoBigomneHHs (Messages) sikua crucremu
GeneXpert Dx. JIus. MamoHok 5-34.

Monk3oeatent Ynpaenexwe AaHHbiMM Oryetwl Hacrpoiku OGcnyxueanwe O nporpamme

1%

s

10)
o
NZaS)

Monk3oearens Detail Use

Co3pnarb aHanus MNpoBepHTL CTaryc OCTaHOBHTL aHamNu3 MNMpocmoTp pes. Onpenenurb TecTbl 0Ob6CcnyxXneanue
Mogynu ; AHanu3oe C MOMeHTa 3anycka
— 5 Xon Ocrasu woecal] o Hassawwe | Mombso- | Pesyme- | .. | c:::g para
Tecr, BbINON- Craryc Ll obpazua Moz, parenb Tar 2y 3anycka
Moaynsa obpazua T /
‘|SamplelD... A1 Detail Us...HET PE3Y... Xpet EV  [3arpy... |OK 12/19/20 16:..
Xpert EV SamplelD105| OxunaHue OK |
A2 OoctynHo
A3 HoctynHo
A4 doctynHo
- e
CoobuleHun:

MOAYNb A4 BBINONHEHHE CAMONPOBEPKM B 12/19/2014:52:Ub
XocT oTKnioueH Ha 12/19/20 14:53:14.

XOCT noaKnwyeH Ha 12/19/2014:53:23.

XOCT OTKNIoYeH Ha 12/19/20 14:53:43

XocT nogxnoyeH Ha 12/19/20 14:53;

3arpy3uTe KapTpumox 8 Moaynb A1

S

MantoHok 5-116. [lomawHin ekpaH GeneXpert i3 306paxeHHAM
MNMoBigomMmneHHA Npo 3aBaHTaXeHHA KapTpuaxa (Cartridge Loading Message)

6. IlpomoBxyiTe CKaHYBaHHS KapTPHUIKIB TS aHAII3Y, ToBTOproroun Kpox 1
(ctop. 5-119) Ta Kpok 5 (cTop. 5-122), noku Bci KapTpuaxi He OyayTh ONpanbOBaHi.

5-122
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IHCTpyKUIT 3 ekcnnyaTauii

5.23 CuctemMHa iHhopmauin

Iadopmariro mpo cUCTEMy Ta IIpOrpaMHe 3a0e3MeUeHHS MOJKHA OTPUMATH, HATUCHYBIITH
Mmenro IIpo mporpamy (O nporpamme) HaBepxy BikHa cucteMu GeneXpert Dx

(muB. Maonok 5-117) Ta su6pasmm Mpo cucremy GeneXpert Dx (O cucteme

GeneXpert DX). 3’sButhcs BikHo IIpo cucremy GeneXpert Dx (O cucreme

GeneXpert DX). Ius. Mamonok 5-118.

I’

~
n GeneXpert® Dx System ‘ = |[=] é&
Mone3oeatent Ynpaenenwe AanHbiMK  OTYeThl HAcTpoikW O6GCnyXHBaHWe 0||porpme|

‘v . ﬂ 0O GeneXpert® Dx System
A v @) N\
g t.» )
4] Ly -, K
Cospartb aHanu3 MpoBeputs cratyc OCTaHOBHTbL aHanu3 Mpocmotp pes. OnpefenuTs TecTbl
Mogynu : AHAnNW30B C MOMEHTa 3anycka
Hazganwe D Xon OCT:;";BC" D Ha3zgahue | Monb3o- | Pe3ynb- el ey c::::. [Nara
woaynA Tecr 6 :h;::g— Craryc 7 obpa3sua moa. garenb Tar e 3anycka
A1 LocrynHo
A2 LoctynHo
A3 [NocrynHo
A4 [ocTynHo

av

MantoHok 5-117. Cuctema GeneXpert Dx—Cnagatoue meHto Mpo nporpamy (O nporpamme)

Bikno IIpo cucremy GeneXpert Dx (O cucteme GeneXpert Dx) BimoOpaxae
iH(OopMAaIIiIO PO aHaI3aTOp Ta MporpamMHe 3a0e3neueHHs, TaKy sIK:

. HOMEp Bepcii MporpamMHOro 3abe3neueHHs;

. aBTOPCBHKE TPaBo;

. Ppi3HI HOMepH Bepciil cepBiCHUX MPOrpam, 10 BUKOPHUCTOBYIOTHCS] CUCTEMOIO;
. cepiitHi HOMepH aHalli3aTopiB Ta BepCis MPOTrpaMHOTO 3a0e3eUeHHS;

. HOMEPHU MOJYIIB Ta HOMEPHU BEepCiii Mikponporpam.

{06 mepernsaHyTH TilleH31HHY yromy mporpamMHoro 3abesneueHHs GeneXpert Dx,
HathCcHITH KHOMKY JliueHsis (Jluuensus). us. Mamtonok 5-118, Bikuo IIpo cucremy
GeneXpert Dx (O cucreme GeneXpert Dx). Bu MokeTe mpodnTaru MoBHY JiIEH31HHY
Yrofy mporpaMHoro 3abe3neueH s, MPOKPYTUBIIN JOKyMeHT y nporpami Adobe Reader.
3apepmmBiiy, 3akpuiite Adobe Reader.

lMocibHuk onepamopa cucmemu GeneXpert Dx
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IHCTpYKLUIT 3 ekcnnyaTauii

Harucuite 3akputh (3aKpbITh), m06 3akputH BikHo IIpo cucremy GeneXpert Dx
(O cucreme GeneXpert Dx).

P O GeneXpert® Dx Syste: . [—3 [

GeneXpern® Dx System
BepcuAa 6.5

© 2001-2020 Cepheid.

All rights reserved.

Warning: This computer program is protected by copyright law and
international treaties. Unauthorized reproduction or distribution of this
pragram, or any portion of it, may result in severe civil and criminal
penalties, and will be prosecuted to the maximum extent possible
under the law.

BepcuA Ga3awl gaHHei: gx_db 4.0.0.0

S0L Database Bepcwa: Microsoft SQL Server 12.00.5571
Java Runtime Environment Bepcua: Oracle Corporation 1.8.0_131
AHanwaatop [4]

CepWitHslil HOMep aHannaatopa: 310379

BepcuA nporpaMmMHo-annapatHoro ofecnedeHuna wnwaa: 2.0.18
BepcuAa MeHed#epa 3arpyakn wnwaa: 1.0.7

Mogyne [A1]

BepcuA nporpaMmMHo-annaparHoro ofecneyenna: 3.3.4
BepcuA aarpyaunka OC: 2.0.4

Bepcua CONKMC: 3.0

Mogyne [A2]

BepcuA nporpaMmMHo-annaparHoro ofecneyenna: 3.3.4
BepcuA aarpyaunka OC: 2.0.4

Bepcwa CMNKMC: 3.0

Mogyne [A3]

BepcuA nporpaMmMHo-annaparHoro ofecneyenna: 3.3.4
BepcuA aarpyaunka OC: 2.0.4

Bepcua CONKMC: 3.0

Mogyne [Ad]

BepcuA nporpaMmMHo-annaparHoro ofecneyenna: 3.3.4
BepcuA aarpyaunka OC: 2.0.4

Bepcua CONKMC: 3.0

| JnueHzna | | 3aKpbiTe |

MantoHok 5-118. BikHo lNMpo cuctemy GeneXpert Dx (O cucteme GeneXpert Dx)

5-124
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6 [lpoueaypu kanidbpyBaHHA

VY 1poMy po3[isi ONMHCaHO HACTYITHE:
. Po3nin 6.1, KaniOpyBanHus

. Poznin 6.2, KoHTpoib SKOCTI

. Po3nin 6.3, 30BHIIIHINM KOHTPOJIb SKOCTI
. Po3gin 6.4, SIkicHi aHajli3u Ta KUIBKICHI aHAII3H
. Po3uin 6.5, 3BiT Tpo TpeHA KOHTPOITIO

6.1 Kani6pyBaHHA

Kaniopysauns npuianay GeneXpert He moTpiOHe ITij] Yac MOYAaTKOBOI HACTPOUKH
cucremu. Cepheid BukoHye Bce HeoOXiqHe KamiOpyBaHHs Tepes] 3aBaHTKEHHIM
cucremu. [Ipore kommnanis Cepheid pekoMeHIye TIepeBipsATH NPABIIBHICTh
KaJIiIOpyBaHHS CHCTEMH LIOPIYHO 3 MOMEHTY IIEPIIOTr0 BUKOPUCTaHHs. basyrounch Ha
BUKOPUCTaHHI Ta OIS 32 KOYKHOKO CHCTEMOIO, MIEPEBIPKH KaiOpyBaHHS MOXYTh OyTH
pexkomeH1oBaHi yacrimre. CucteMa pH3HAYeHA ISl BUMIPIOBAaHHS POAYKTUBHOCTI
MOJYJIS 32 JJOMIOMOTOI0 BHYTPILITHBOTO aHANi3y KOHTPOJIO. SIKIIO MOIYJIb 3aMiHIOETHCS,
MOJIYJb IS 3aMiHU Oyje BigkamiOpoBaHU mepes BiApaBKoOO.

Omeparop GeneXpert abo iHXEHEp 13 TEXHIYHOTO 0OCITYyTOBYBaHHS, 3 T03BOIY
KOpHCTYyBaya-aJMiHICTpaTopa, MOXKE BUKOHYBAaTH MEPEBipKy KamiOpyBaHHS Mix yac
IOPIYHOTO TEXHIYHOTO 0O0CITyroByBaHHS. JJIss oTpuMaHHs iHGOpMAITi MO0 IEPEBiPKH
KaJiOpyBaHHS 3BEPHITHCS A0 CIIy>KOW TexHiuHOi migTpuMku kommnanii Cepheid. J{us.
po3min Texniuna miarpumka y IlepeamoBa 11t KOHTaKTHOI iHGOpMAITii.
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Mpouenypwu kaniopyBaHHA

6.2

6.3

6.4

MpumiTka

KoHTponb sikocTi

KoHTposb SKOCTI € BaKITUBOIO YACTHHOO JTIarHOCTHYHOTO aHATI3Y in Vitro, OCKITBKH IIe
nonomarae 3a0e3MeYnTy MPaBUIbHICTh BUKOHAHHS aHaJi31B 1 MPaBWIBHICTH pOOOTH
Bamoi cuctemu GeneXpert Dx. Cucrema GeneXpert DX aBTOMaTHYHO BHKOHYE
BHYTPILIHIA KOHTPOJb SKOCTI I KOXKHOTO 3paska. [1ix uac KokHOTrO aHami3zy cucreMa
BHKOPHCTOBY€E OAWH a00 JEKUTbKa 3 HACTYITHUX THIIIB KEPYBaHHS, sIKI TIOBHHHI OyTH
MO3UTUBHUMH, 1100 MOBITOMUTH MPO HETATUBHUM pe3ynbTaT aHali3y:

. KonTponb nigrotoBkun npo6 (SPC)—/lomomarae 3a6e3meunTs IpaBUILHICTE 00pOOKH
3paska. KoHTpoab 00poOKH 3pa3ka, SKUil BXOAUTH 0 CKJIAAY KapTpHIKa,
00pOoOISIETHCS 3Pa3KOM 1 BUABIIAETHCS 3a moromororo T1JIP.

. BHyTpiwHin koHTpons (IC)—/lonomarae nepeBipuTH NPOAYKTUBHICTh PEAKTHBIB
[1JIP Ta BiACyTHICTh 3HAYHOTO OJIOKYBaHHS, IO 3amo0irae amrutidikarrii I1IJIP

. EnporeHHuit koHTpons (EC)—Hopmaiisye wisi Ta/abo nonomarae 3a0e3neunTi
JIOCTAaTHIO KIJTBKICTh 3pa3Ka, sika BHKOPHCTOBYETHCS B aHaITi31. EHIOTeHHA
KOHTPOJIb 3IHCHIOETBCA 31 3pa3Ka aHali3zy.

Ha momarok mo emeMeHTiB KepyBaHH:, cucteMa GeneXpert DX BUKOHY€ TIEpEeBIpKY 30HIY
Ha mepiIoMy ertami aHainizy. [lepeBipka 30HAa MiATBEPIKY€E HASBHICTH Ta LINiCHICTD
mo3HaueHux 30HiB. Craryc mepesipku 30uma lpoiaeHo (MponaeHo) mokasye, mo
pe3yNbTaTH MEePEeBipKU 30Ha BiAMOBINAIOTH KPUTEPIsIM IPUHHATHOCTI

30BHILUHIN KOHTPONb AKOCTI

30BHINTHIN KOHTPOJIb MOXKE BUKOPUCTOBYBATHCS BIJIOBITHO 10 MICIIEBHX, JEPHKABHUX
a0o0 (emepanbHUX aKPEIUTALIMHUX OpraHi3allii, K0 3aCTOCOBHO. 30BHIIIIHI €JIEMEHTH
KEpyBaHHS MOXYTh OyTH 3MiHEHI, SIKIIO i/l YaC CTBOPEHHS TECTY MPU3HAYAETHCS THIT
30BHIIIHIX KOHTPOJIB. JIJIs1 OTpUMaHHS JOIATKOBOI iH(pOpPMALii IUB. IPJIUK SKOCTI 200
JIUCTOK-BKIIAUIN JUTsl YIIAKOBKH JIUIsl KOHKPETHOTO aHami3y. [1if yac aHamizy KoMaHau
BUOEPITH BiNOBIIHNUI THIT aHAi3y KOHTPOJIB, SIKi OyAyTh IiJUIATaTH aHaJi3Yy.

AKicHI aHani3uM Ta KiNnbKiCHi aHani3m

«3BIT PO TPeH] KOHTPOJIO» MOXe OyTH COPMOBaHUM SIK AJIs AKICHUX aHali3iB, TakK i
JUTSI KITBKICHUX aHami3iB. [licis Bubopy aHamizy, mobd OTpUMaTH pe3yIbTaTH KUTbKICHOTO
aHami3y, BiaMiTeTe BUKOpUCTOBYBaTU AaHi KinbKicHoro aHanisy (Mcnonb3oBaTth AaHHbIE
KONMYECTBEHHOrO aHanum3a). [l AKiCHMX aHaji3iB BigMmiTeTe BUKOpUCTOBYBATH AaHi
KinbKicHoro aHanisy (Mcnonb3oBaTh AaHHbIE KONIMYECTBEHHOrO aHanm3a), BCTaHOBJICHE
CipUM KOJIBOPOM.

MoxHa npoaHanisyBaTu pesynbsraTi SKiCHOro aHarnisy 3a JOMOMOro aHanisy, kUil BUKOPUCTOBYE
AaHi kinbkicHoro aHanisy. He sigmivaiTe ksagpatuk BUKOpUCTOBYBATU AaHi KinbKicHOro aHanisy
(Ucnonb3oBaTh AaHHbIE KONMYECTBEHHOIO aHanu3a).
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Mpoueaypu kaniopyBaHHA

6.5

MpumiTka

E GeneXpert® Dx

3BiT NPO TPeHA, KOHTPOJIH0

3BITH TIPO TPEHT KOHTPOITIO MOKYTh BUKOPHCTOBYBATHUCS JJIS TTIEPEBIPKU SIKOCTI CUCTEMH,
peakTHBiB a0o 3pa3kiB. Hampukiaa, MOXKHA CTBOPUTH 3BIT PO TPEH HETaTHBHOTO
KOHTPOJTIO, TII00 TTePEeBIPUTH HASBHICTH TIEPEXPECHOTO 3a0pyaHeHH . [HIT 3BiTH TIPO
TPEH]T 30BHINTHHOI'O KOHTPOJII0 MOYKHA CTBOPIOBATH IS TICPEBIPKHU Jlerpajaartii
pEaKTHBIB.

HaBepeHa Hux4e npoueaypa nokasye, ik BUKOHYBaTU sIK SIKICHWIA aHania 3BiTy Npo TpeHn,
KOHTPOMO, TaK i KiNbKICHUIA aHani3 3BiTy NPO TPeHA KOHTPOTo.

1106
1.

Monbat ¥

= LW T T B e

Mo,

HNEPENISIHYTH TPEHAU KOHTPOJIIO:

V Bikni cucremu GeneXpert Dx y mento 3BiTH (OTYeTbl) HaTHCHITH 3BIT NPO TPEHA
KoHTponto (OTyeT o TpeHAe KOHTponA) (nuB. MamoHOK 6-1). 3’ IBUTHCS iaoroBe
BiKHO 3BiT 1po TpeHA kKoHTpoito (OTdeTr o TpeH e KoHTpois). JJus. ManroHok 6-2.

Om4eTnl | Hactpoiikm OGcnyxuBanwe O nporpamme Mons3oearens Detail Use

Omyet o0 obpazuax

OT4eT 0 nayuHeHTe

OT4eT 0 TPeH[Ee KOHTPONA
CHCTEMHBIH KypHan

OTHeT Mo CTATHCTHEE TECTa

OnpegenuTs TecTkl OnpegenuTs rpaduKn

OueHka yCTaHOBKH AHANW30B C MOMEHTA 3anycka

Haspaune
MOLYNA

Tecr

(1]
obpazua

U C'Bﬂ:e':me ecal ] Haseawwe | Monb3o- | Pesyns- Tecr | Cramye :;“E“'Z'
BLINONHEHNS | CIEED MoA- Harent Tar OmMGKH
aHanusa :

Nara
3anycka

Xog
BbINON- Cratyc
HEHHA

JoctynHo
[OocTynHo
[JocTynHo
HocTynHo

MantoHok 6-1. EkpaH Cuctema GeneXpert Dx (Cuctema GeneXpert Dx)
i3 BigoO6paxeHHsiM meHIo 3BiTn (OT4YeTHI)
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Mpouenypwu kaniopyBaHHA

Bubepirts mianazon gar. Bubepits Bei (Bee), 1100 BrimrounTH Bei aHami3u ab0 HATHCHITH
kHOTIKy Bubpatu (BbibpaTb), 11106 BuOpaTH aHati3u 3a BKa3aHMii Aiara3oH 1aT.

BubepiTsb anainiz, mo6 3reHepyBaty «3BiT PO TpeH KOHTPOIo». [luB. MantoHok 6-2
IUT BUOOPY SKICHOTO aHalizy Ta MamoHOK 6-4 11t BHOOPY KiBKiCHOTO aHaTi3y.

MpumiTka

TpeHa KOHTPOI HEAOCTYMHUIM AN KiNbKICHUX aHani3iB 3i cniBBigHOWEHHAM %.

SIkio BUOpaHuii aHaM3 € SIKICHUM aHasi30M, panopeis BUKopucToByBaTH AaHi
KinbKicHoro aHanisy (Mcnonb3oBaTh AaHHble KONMYECTBEHHOrO aHanu3a) He
BimoOpakaTuMeThes (IuB. MamtoHok 6-2). SIkiio BUOpaHwmii aHANI3 € KiTbKICHUM
aHasizoM, mpamopers BukopuctoByBaTu AaHi KinbkicHoro aHanisy (Ucnonb3oBatb
AaHHble KONIMYeCTBEHHOr0 aHanu3a) Oyie JoCTyHUM (IuB. MaioHOK 6-4).
Biamitsre BukopucToByBaTh AaHi KinbkicHoro aHanisy (MUcnonb3oBath AaHHbIe
KONMYECTBEHHOr0 aHanu3a), o6 3reHepyBaTH «3BiT MPO TPEH,T KOHTPOIION.

SIKIIo B aHaJi3i MICTUTHCS IEKiJIbKa HOMEPIiB MapTill peakTHBiB, BUOEPITH HOMEP
naprii, IKUH BUKOPHCTOBYBATUMETHCS Y «3BIT ITPO TPEH KOHTPOIIO,
BHKOPHCTOBYIOUH criaaatounii Homep naptii peaktusis (Homep naptuu peaktuBoB).

Oruer o rpenAé

[uana3ou par
® Bce
) Buibepute

Tectol

Buibepute Tecr Bepcua

»

Xpert GBS

Xpert HIV-1 Viral Load

Xpert MRSA_SA Nasal

Xpert MTB-RIF US IVD

Xpert NG

Xpert RSV

Xpert SA Nasal Complete G3

| ‘ TeHepupoBars hain oryera

ROOOOOOD

Xpert-C. difficile G2

Homep napTuu peaktuea Bce

Tun(bl) aHanus(os)

[V] OTpHuaTensHbIi KOHTPONL 1
[Z] MonoxurensHbIA KOHTPONb 1
[_] O6pazen

[~ OTpHyaTentHbIA KOHTPONB 2 [_] OTpMuyarentHbIi KOHTPONL 3

[Z] NonoxurensHbIA KOHTPONL 2 [~] NonoxwurenbHbIi KOHTPONb 3

Tun faHHbIX
[V] KoHeuH. T4.

Bbibepute aHanuTbl [v| Nopor uukna

[Z] MCKNIOYHTL aHANM3bI, B KOTOPbIX aHANTM3HPYEMOe BEelecTBO MHWEHH AaeT NONIOXHTENbHLIH pesynbTar

| ’ MpeageapuTenbHbii npocmorp PDF | \ 3aKpeiTh |

MantoHok 6-2. [lianorose BikHO 3BiT Npo TpeHA KoHTponto (OTyeT o TpeHae

KOHTpoOns) i3 306paxeHHAM BUOOPY AKiICHOro aHanisy

lMoci6bHuk onepamopa cucmemu GeneXpert Dx
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Mpouenypu kaniopyBaHHA

6. BkaxiTh HacTymHI KpUTepii 1UIs IeperisiLy TPEeHMAIB, siKi Bac ikaBisTh:
*  [lapamerpu sxicHoro aHami3y (auB. MamoHOK 6-2):

»  Tun(-n) ananisy (Tun(-b1) aHanu3a)—BuOepiTh TUI TPEHIY 30BHIIIHHOTO
koHTpoito. Hanpuknaz, y ibomMy po3nini 0y Bubpanuii HeraTuBHWI
KOHTponb 1 (OTpuuaTenbHbI KOHTPOb 1).

*  Kuomka Bubpatu 3pasku ans aHanisy (Bbiopatb 06pasubl gns
aHanusa)—Bubip 3paskis 11 anamizy. HatucHite kHonky Bubpatu 3pasku
Ana aHanisy (BbibpaTb 06pa3ubl Ang aHanu3a) 1uist BigoOpaKeHHs aHAIIITIB,
JNOCTYIHHUX IS IBOTO aHami3y. 3’ IBUThCS JiaJIoroBe BikHO Bubpatu
3pa3ok ans aHanizy (BeiOpars 00pasubl st ananuza). J{us. MamoHok 6-3.

*  [lepexonaiiTecs, 10 HeOOXiTHI 3pa3ku IIst aHAI3y BKasaHi y rpadi
BubpaHi 3pa3ku gna aHanisy (Beiopatb 06pa3ubl Ans aHanusa).

e Skmo notpiOHO AomATH TOJATKOBI 3pa3Ku JJIs aHami3y y rpadi
BubpaHi 3pa3ku gna aHanisy (Bbibpatb 06pasubl ANa aHanusa),
BHIUTITE 3pa3ok [Tt aHamizy y rpadi [lOCTynHi 3pa3ku Ans aHanisy
(AocTynHble 06pa3ybl ANA aHau3a), HaTHCHITH Kiasimry CTpinka
BnpaBo (CTpenka BnpaBo), no6 mepeMiCTUTH 3pa3oK [UIA aHai3y y
rpady BubpaHi 3pa3ku ans aHanisy (BbibpaHHble 06pa3ubl ans
aHanu3a) ta HarucHith kHorky OK. [lianorose BikHo Bubpatu 3pasku
Ut aHamizy (BiOpare oOpasibl s aHaIM3a) 3aKPUETHCSL.

*  Slkmmo 3pa3sku AJIs aHaisy notpioHo BuganuTh 3 rpadu BubpaHi spasku
Ans aHanisy (BoibpaHHble 06pa3subl AN aHanu3a), BUALTITh aHAIIT Y
rpac¢i Bubpani 3pasku ans aHanisy (BbiopaHHbie 06pa3ubl