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Xpert®vanA/vanB

Tonbko st JAUArHOCTUYECKOIO IMIPUMCHCHUS in vitro

1. ®upmeHHoe Ha3BaHue
Xpert® vanA/vanB

2. OO6GwenpuHATOE Ha3BaHue
Tect Xpert vanA/vanB

3. HasHauyeHue

Tect Cepheid Xpert vanA/vanB, BbIIONHAEMBIH Ha cUCTEME IPHOOPOB GeneXper‘c®, MIPEeNICTABIISIET COOOH MUAarHOCTHIECKHUH
TECT in Vitro Ui OBICTPOTO Ka4eCTBEHHOTO OIPEAEICHHU TeHOB PE3UCTECHTHOCTH K BAHKOMHUIUHY (vanA/vanB) B peKTaIbHBIX U
NepuaHajIbHBIX 00pa3lax, MOMYyYEHHBIX IIyTeM COCKOOa Yy MallMeHTOB, TOJBEP)KEHHBIX PUCKY KOJOHH3ALUH KUIIEYHUKA
0OaKkTepHUsIMH, PE3UCTCHTHBIMH K BAHKOMHUILIMHY. B TaHHOM TecTe HCMOb3yeTcsl aBTOMaTU3UPOBAHHAS TEXHOJIOTUsI TOJIMMEPa3HOi
uennoit peakiuu (ITLP) mist oOHapykeHUs: TeHOB vanA u vanB, KOTOpbie MOTYT OBITh CBSI3aHBI C MIPUCYTCTBHEM BAaHKOMUIIMH-
PE3UCTEHTHBIX 3HTEPOKOKKOB (BPD). Tect vanA/vanB npenHa3HaueH Ui MPUMEHEHUS B KA9€CTBE BCIIOMOTaTEILHOTO CPEJCTBA
IIPU PACIO3HABAHUY, MPOQUIAKTHKE U KOHTPOJIS CIyYacB KOJIOHHU3AINH BAHKOMHIIUH-PE3UCTCHTHBIMA MUKPOOPTaHU3MaMH B
MEIUIMHCKUX yupexaeHusax. Tect Xpert vanA/vanB He mpenHa3HadeH HU AJIS AUATHOCTUKY MH(MEKIHIA, BEI3BaHHBIX BPD, H1
JUTSL BEACHHS HJIM KOHTPOJIsL JieueHus nHekmi, Bei3BanHbiX BPD. ComyTcTBytoliee KyabTypaabHOE HCCIISIOBAHUE HEOOX0IMMO
TOJIBKO C IIEJIbI0 BBILACIECHUSI MUKPOOPTaHU3MOB AJIS MIHAEMHOJIIOTHYECKOTO TUITMPOBAHMUS, ONIPEAETICHHUS] YyBCTBUTEIBHOCTU K
aHTHOAKTEpUANTLHBIM TIpernapaTaM U JaJbHEHIIeH MoATBepKIaroei uaeHtudukauu BPD.

4. KpaTkue cBeAeHUA U pa3bACHEHUA

BaHKOMHIIH-PE3UCTEHTHBIE IHTEPOKOKKH (BPD) cranu ocHOBHOM MpUYMHON BHYTPHOOIBHUYHBIX HHOEKIMI B OTACTICHHIX
peanumanuu 1 uHTeHCUBHOH Tepamnuu (OPUT). DHTEpOKOKKH BBI3BIBAIOT OoJiee YeM TPEThIO YacTh MH(EKLUI y MalueHToB
OPUT, cornacHo pe3ynsraram npoBeaeHHoro B 2004 1. HaIMOHAJIBHOTO OIPOCa 0 HO30KOoMHUabHBIM HHpekuusM (National
Nosocomial Infection Survey)l. Wndexnnn, Be3BanEsle BPD, cBsi3anb! ¢ Oonee BHICOKOH 3a0071€Ba€MOCTBIO U CMEPTHOCTBIO,
YBEIMYEHHEM CPOKOB IPEOBIBAHMS B MEAUIIMHCKOM YUPEXKICHUH U 3aTpaT Ha MEAUIMHCKYIO ITOMOIIb B YCJIOBUSX CTAIlMOHApa.
Puck xononmzanun BPO cBs3bIBAIOT ¢ NCTIONB30BaHHEM aHTHOMOTHKOB PA3IMYHBIX KIIACCOB, BKITIOYAst ITTHKOIEHTU/BL,
1e(aoCIIOPHHBI TPETHETO TTOKOJICHUST M aHTUOMOTHUKY, 00TaaronIie BEICOKOW aKTUBHOCTBIO MPOTHB aHA3POOHBIX
MHKpoopranu3MoB. BPD pacmpocTpaHsioTcs myTeM KOHTaKTa ¢ KOJIOHM3MPOBAaHHBIMH WIIM MHGHIUPOBAHHBIMU JIUIIAMH B
MEJULIMHCKOM yupexeHnH. [103ToMy MHOI'ME MEIUIMHCKHE YUPEKCHUS pean3yloT B HACTOSIIEE BPEMsI IPOrpaMMBbI
AKTHBHOTO HAOJIONEHUS JUTsl BBISIBICHUs HocuTeneid BPD u Hajutexaiel ux M30JSILUH, C LEeJbI0 OTPaHHYUTh PACIPOCTPaHEHUE
JTAaHHOTO MaTOreHHOTO MHUKPOOpraHu3Ma. B pamkax mporpaMM akTHBHOTO HAOJNIONECHHS BEHIITONHAECTCS CKPUHHUHT MAEHTOB
IIyTEM TECTHPOBAHUS MEPHAHATIBHBIX WIN PEKTANBHBIX COCKOOOB — IIPH MOCTYIIICHHUH, €XEHEIENbHO B IEPHOA MpeObIBaHus B
OPUT, nocne moay4eHus: aHTHOAKTEPHAIBHOW TEPAllMK U MPU BBIIHCKE.

5. [puHUMnbI NpoBeaeHUsA npoueaypbl

IMpubopnast cucrema GeneXpert aBTOMaTU3NPYET U HHTETPUPYET IPOLECCH OYUCTKH 00pa3IoB, aMIUTH(UKAIIIMN HYKICHHOBBIX
KHCIIOT ¥ OOHapy>XeHHs [IeTIeBOH MOCIIe0BaTEIbHOCTH B MIPOCTHIX MIIM CIOXKHBIX 00pasnax ¢ HCHoab3oBaHueM TecTos IILIP B
pexume peansHoro Bpemenu win [1LIP-PB. Cucrema coctout n3 mpubdopa, nepcoHaIbHOTO KOMITBIOTEpPA U IPEILyCTaHOBICHHOTO
MIPOTPaMMHOTO 0OecIedeHus ATl aHAIKM3a COOpaHHbBIX 00pa3LoB U MPOCMOTpa pe3yibTaToB. st paboThl ¢ cucTeMoin
TpeOyIOTCS OHOPA30BbIe KapTpumku Xpert, KoTopsie comepxkar peaktubbl st [P u B koropsix npoucxoaut ITLIP.-
IMockonbKy KapTpHIKK MPENCTABISIIOT COO0H 3aMKHYTBIE CHCTEMBI JUIsl IPOBENICHUS PEaKIMK, HCKITIOUeHA IepeKpecTHas
KOHTaMHHAIUsI My obpasnamu.- [ToHOe onmcanne CHCTEMBI IPEJCTABICHO B PYKOBOOCMEE ONepamopa cucmemsl
GeneXpert Dx unmu pykogoocmee onepamopa cucmemovl GeneXpert Infinity.

Ha6op Tecta Xpert vanA/vanB conepUT peakTHBbI I 00HAPYKECHHS TEHOB PE3UCTCHTHOCTH vanA U vanB, a Takxke KOHTPOJIb
00paboTku o6pasia (Sample Processing Control, SPC), npenHa3zHaueHHbIH 11 00CCIICUCHUS TPABIIILHON 00pabOTKHU IEEBBIX
Oakrepuii U BbsIBIeHHs nHrHOUTOpa (-0B) peakuun IIIP. Kontpomns 3ou10B (Probe Check Control, PCC) npennaznadeH s
MIPOBEPKH MPABUIIBHOCTH PETUIPATAIIMN PEaKTHBOB, 3allOIHEHHsT TpoOupku aust mposeaetust [P B kapTpumKe, HeI0CTHOCTH
30HIIOB ¥ CTA0MIBHOCTH KPACHUTEIs.
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6.1

MpumeyaHue

MpumeyaHue

o428
.
c

[paiimeps! 1 30H1IBI TecTa Xpert vanA/vanB 1o3BoJsIOT 00HAPY)KMBATh HYKJICOTHAHBIE TOCIECIOBATEINFHOCTH B T'eHaX
PE3UCTEHTHOCTH K BaHKOMHLIMHY/TeHKOIUIaHUHY (vanA, vanB).

PeakTuBbl 1 npubopbIl
KomnnekT noctaBku

Habop tecta vanA/vanB conepXuT peakTHUBBI B KOJIMYECTBE, JOCTATOYHOM Juisl aHanu3a 10 o0pa3noB mwim npod KOHTPOIIS
Ka4yecTBa.

B Habop BXomAT:

Kaptpuoxu Tecta Xpert vanAlvanB co BCTpOeHHbIMU

peakLuMOHHbIMU NpoGupKamMun 10

* panynbl 1, 2 n 3 (NMOPUNU3NPOBAHHBIE) 1 KaXxgoro 13 TMNOB B OOQHOM KapTpuaxe
¢ PeaktumB 1 3,0 mn B 0gHOM KapTpuaxe

* PeaktuB 2 (rugpokcua HaTpus) 3,0 mn B ogHOM KapTpuaxe

PeakTuB pnsa o6pasuoB 1x1,7Mn

KomnakTt-guck 1 B Kaxkgom Habope

» dann c onucaHmem TecTa (assay definition file, ADF)

* WHcTpykumio no umnoptmposanuto davina ADF B nporpammHoe
obecneveHne GX
*  VIHCTpYKUMSi NO NPUMEHEHMIO (BKNaAbILL-MHCTPYKLWS)

MacnopTta 6e3onacHocTu BelecTBa (Safety Data Sheet, SDS) moxHo HawTh no agpecam www.cepheid.com unum

www.cepheidinternational.com wa sknagke MOJQAEPXKA (SUPPORT).

[ns narotoBreHus Oblubero cbiIBOPOTOYHOro anbbymmHa (BCA), BxoasiLLero B COCTaB rpaHyn 3Toro Tecta, MCnomnb3oBanach TONbKO
nnasma 6bl4belt KPOBYU XMBOTHbIX, BbipalleHHbIx B CLUA. Mpounssoacteso BCA Takke ocyuiectansinocs B CLUA. B nuwy 6bikoB He
pobaenanuck 6enku, NonyyeHHble U3 TKaHEeW XBaYHbIX XKMBOTHbIX, @ Takke Apyrue 6enku XKMBOTHOIO NMPOUCXOXAEHUS; BCEX
XMBOTHBIX 0bcnegoBany 4o v nocrne 3abos. Bo Bpemsi 06paboTky He NPOMCX0anno CMeLLMBaHKUA Matepuana ¢ pyrumm
MaTepuanamm XMBOTHOIO NMPOUCXOXKAEHNS

XpaHeHue u o6GpalyeHne

XpaHuTe KapTpUIXKU U peakTuBbl Tecta Xpert vanA/vanB npu Temneparype 2-28 °C.

. He ucrnone3yiiTe peakTHBBI MM KaPTPHUMKH C UCTEKIITHMM CPOKOM T'OJHOCTH.

. He oTkpbIBaiiTe KPBIIKY KapTpHIKa J0 TeX HOp, OKa He Oy/ieTe roTOBbI HayaTh BHIIIOJIHEHHE aHAIIH3a.
. Hcnonb3yiiTe KapTpumIK U peakTUBHI B TeueHne 30 MUHYT 1TOCTE OTKPBIBAHHS KPBIIIKH.

. He ucnosnp3yiitTe moOMyTHEBIINE I U3MCHUBIINE IBET PEAKTUBBIL.

Heobxoaumbie maTepuanbl, He BXoAasiliue B KOMNNEKT NOCTaBKU

. Cuctema GeneXpert Dx mmn GeneXpert Infinity (kaTanoxHBIi HOMEp 3aBUCHT OT KOHUTypauun): nmpudop GeneXpert,
KOMITbIOTEp (C MAaTEeHTOBaHHBIM MporpaMMHbIM obecrieuenneM GeneXpert Bepcuu 1.6b mitu Bbilie), yCTpOHCTBO
CUUTBIBAHUS IITPUX-KOZA M PYKOBOJICTBO OIepaTopa.

. [IpunTep: ecnu He0OXOAUM NPUHTED, OOPATUTECH B CITYKOY MOAIEPKKH KIMeHTOB KoMnanuu Cepheid, 9ToObI OpraHn3oBaTh
MpHOOpETeHHE PEKOMEHIOBAHHOTO IPUHTEPA.

. Buxpesas memtanka

. OnHOpa30BbIE CTEPUIIBHBIC TUIIETKH AT HepeHOca KUAKOCTEH

. YerpoiictBo aiis coopa obpasios Cepheid (karanoxusiii Homep Cepheid 900-0370)

Xpert® vanA/vanB
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8. I'Ipe,qynpe)queHMﬂ n Mepbl NpPpeaoCTOPOXKHOCTHU

. IMpu pabote co Bcemu OMOIOrHIECKUMHU 00pa3IaMy, B TOM YUCIIE M C UCIIOIb30BaHHBIMU KapTPHIKaMH, CICAYeT CUUTATh
& UX CIIOCOOHBIMY K IIEPEHOCY BO30ynuTeseil MHPEKIMOHHBIX 3a00s1eBaHHUil. II0CKOIbKY YaCTO HEBO3MOKHO IIPEAYTaiaTh,
YTO MOXKET IIEPEHOCUTH NH(EKIHIO, 00paleHne co BceMH OHOJIOTHIeCKUME 00pa3aMu TpedyeT COOMIONEH s CTaHIapTHBIX
Mep IPELOCTOPOKHOCTU. MeTOqUYECKHEe PEKOMEH AL 0 00palleHUIO ¢ 00pa3aMu MPe0CTaBISIOTCS areHTCTBOM
«enTpsl mo xoutposro u npodpunakruke 3adoneBanuit CILIA» (U.S. Centers for Disease Control and Prevention) u
WucTutyTOM KIIMHUYECKUX U j1abopartopHbix cranaaptoB (Clinical and Laboratory Standards Institute). 3

. CrenyiiTe IPUHATEIM B yUPEXKICHUH IPABUIIaM TEXHUKH O€30IIaCHOCTH 10 PaboTe ¢ XMMUYECKUMH BEIIECTBAMHU H
oOparieHuro ¢ OMOITOTHIECKUME 00pa3aMH.

. Tect Xpert vanA/vanB He naet pe3yasTaToB, NPUTOMAHBIX [T ONPEACICHHS YyBCTBUTCIBHOCTH. J{Jis poBeieHNs TecTa Ha
YyBCTBHTEIBHOCTH TPEOYETCs JONOIHUTEIBHOE BPEMS [UIsl KYJIITHBUPOBAHHSL.

. He 3amensiiite peaxtuBsl Tecta Xpert vanA/vanB npyrumu peaktuBamu.

. Kpoimiky kaprpumpka n3 Habopa Tecta Xpert vanA/vanB MOXHO OTKpBIBATh TOJIBKO U BHECEHHUS 00pasiia, a TakxKe IS
orbopa 0bpa3na Ipu MPOBEACHUH OBTOPHOTO aHAJIN3A.

. He nucnonesyiite KapTpuIK, KOTOPBIHA yai, WM KOTOPBIA BCTPSIXUBAJIH [TOCTIE BBEIEHHS B HEro oOpasua.
. He ucnione3yiite KapTpUK C HOBPEKACHHON PEAaKI[MOHHOMN ITPOOHPKOH.
. Kaxzpiii oqHopa3oBblii kKapTpumk Xpert vanA/vanB npumensietcst 1uisi PpOBEIeHHUs! TOJIBKO 0fHOTo Tecta. He ncmnomnb3yiite

YK€ NPUMEHABIINECA KAPTPUKH IIOBTOPHO.

® . Bronorndeckue 06pasisl, ycTpOHCTBA IJIsl HIEPEHOCA U HCTIOIb30BAHHBIE KAPTPUKHU CIIEAYeT CUNTaTh BO3MOKHBIMHU
MepeHOCUYNKaMH BO30OyauTeNei HHPEKINOHHBIX 3a00ICBaHUi, IPU 0OpaLIeHUH ¢ HUIMH HEOOXOIMMO COOIIOIATh
CTaHJAPTHBIE MEPHI MIPELOCTOPOKHOCTHU. JIJIsl MPaBUIBHOTO YaJd€HHs B OTXO/bI HCIIOIb30BAHHBIX KapTPHIKEH 1
HEHCIIOJIb30BaHHBIX PEAKTHBOB CIIEAYHTE IPHHATHIM B BallleM YUPEKACHHUH ITPAaBHIIaM 3aIlUThl OKpYysKaromei cpeasl . DT
MarepHabl MOTYT HMETh CBOMCTBAa XMMUUECKH OIACHBIX OTXOOB M TPeOOBATh BHIOIHEHHS 0COOBIX HAIIMOHAJIBHBIX HIIH
PETHOHANBHBIX MPOLEIYp YAaJeHHs B OTX0Abl. Ecii mpHuHATEIE B CTpaHe WM PernoHe IpaBmiIa He Tal0T SICHBIX YKa3aHUH
TI0 MIPABHIIBHOMY yIAJICHUIO B OTXO/IbI, OMONOrHYIeCcKHe 00pasIbl M UCIIONB30BaHHBIE KAPTPHUIKH CIEAYET YAAISITh B OTXOMBI
¢ cobmonenneM npasui BO3 (BcemupHO opraHn3aiiiy 3ApaBOOXpaHEHHs) OTHOCUTEIHHO 0OpaLIeHUs ¢ MEAULIUHCKAMHI
OTXOJIaMH U UX yIaJICHUSL.
. Hab6op Xpert vanA/vanB cnexyet xpaHuts npu temmeparype 2—28 °C.
. He oTkpsIBaiiTe KpBIIIKY KapTpUIKa A0 TEX MOp, MOKa He Oy/ieTe FOTOBBI HAYaTh BHIMOIHEHHE aHAIH3A.
9. OnacHble xumuueckune aktopbl’
. Cumson onacaocta CI'C OOH:

. CurnanbsHoe cioo: [IPEJOCTEPEXEHUE

o 3asienus 00 onacioctu CI'C OOH
. BpenHo npu nporiateiBaHUN
. BbI3bIBaeT pa3apakeHue KOxu
. BeI3bIBacT Cephe3HOE pa3apakeHHE a3

. Meps! npenocropo:xxkuoctu CI'C OOH

. [popuirakruxa

. IMocne ncmoap30BaHMs TIIATEIHFHO BBIMBITE.

. He npunuMarts nuiry, He UTh U HE KYPUTh B IIPOLIECCE UCIIOJIb30BAHUS ITOTO IPOAYKTa.

. W36erars monagaHus B OKPYKAIOIIYI0 CPEy.

. [Monp30BaThCs 3aUIMTHEIMY EPYaTKAMHU, 3aLUTHON OJIE)KI0M, CPEICTBAMH 3aIUTHI TJIa3/JIHLA.
. PearupoBanne

. JIEMCTBUS TTPU ITOTIAJIAHUM HA KOXY. [TpOMBITE OONBIITNUM KOJIUYECTBOM BOJBI C MBIIIOM.

. CHSITB 3arpsI3HEHHYTO O/ISK/IY U BBICTHPATH €€ Mepe]] MOBTOPHBIM HCIIOIb30BAHHEM.
. TpeOyetcs crieruasibHas o0pabotka. CM. JONOJIHUTEIBHYIO HHPOPMAIIHIO O TIEPBO TOMOIIIH.
. [pu pasapakennn koxu: OOpaTUTHCS 32 MEAUIUHCKONW KOHCYIBTAllUEH/ TTOMOIIBIO.
Xpert® vanA/vanB 3
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. JIEMCTBUS TIPU TTOTIAJIAHUY B ITIA3A CJIEIYIOIIUE. OCTOPOXKHO MPOMBITH BOJIOW B TEUECHUE
HECKOJIbKUX MUHYT. CHSITh KOHTAKTHBIE JIMH3bI, €CJIU Bbl UMH I10JIb3YETECh, U €CJIH ITO JIETKO ClIeNaTh.
[IponomkuTh MpOMBIBaHUE.

. Ecnu pasopaxenue mia3 He npoxoauT: OOpaTuThes 3a MEAUIIMHCKON KOHCYIBTAIMEH/TIOMOILBIO.

. JEVCTBUS IIPU ITPOITIATBIBAHIUM. ITpH [10XOM CAMOUYBCTBHH HEMEUICHHO OBPAaTUTHCA B
TOKCHUKOJIOTMYECKUWIA [IEHTP unn K Bpaty-CIIeHHaTACTy/TepareBTy.

. [Ipomnonockars por.
o XpaHeHue U yIajeHue B 0TXOIbI
. VYnaneHue B OTXO/IbI COACPKUMOTO U/UITH Taphl JOJKHO OCYIIECTBISTHCSA B COOTBETCTBUU C MECTHBIMH,

PEruoHaJIbHBIMU, I'OCYJapCTBEHHBIMU W/Wu MEXKAYHAapOAHbIMU HOpMaMH.

10. COop, TpaHCNOPTUPOBKA U XpaHeHne obpas3LoB
Jlns momydenus Hajuexkaiero oopasna TIIATEIbHO CIeAyHTe HHCTPYKLHSIM JaHHOTO pasfena.
PexrasbHbie 00pa3ubl:

1. Tlomyuure obpaser myTem cockoba, UCHOIB3Ysl YCTPOicTBO uist coopa obpasuos Cepheid (karanoxHbIit HOMeEp
Cepheid 900-0370).

2. OcTOpOXHO BBEAUTE 30H-TaMIIOH IPUMEPHO Ha 2,5 CM IIy0)ke ypOBHS aHAIBHOTO C(PUHKTEpa (Tak, YTOOI He OBLT BHCH
BaTHBI HAKOHEYHHK) H OCTOPOXKHO BpaIaiTe ero 3 pasa, 4To0b 00eceynTh paBHOMEPHOE paclpeeieHne oopasia Ha
000X 30HJaX-TAMIOHAX.

3 IMomecTHTe 30HABI-TaMIIOHBI 00PAaTHO B KOHTEHHEp JuIst 0Opasia.
4.  Tlpomapkupyiite KoHTeiiHep uaeHTU(UKaTOpoM o0paslia U IepesaiTe ero B 1ab0paTopHIo.
5

O06pas3isl, HOoy4YeHHBIE ITyTeM COCK00a, ciIefyeT XpaHuTh pu TeMneparype 2—8 °C. OOpa3ubl Ha 30H1aX-TaMIOHAX
CTaOWIBHBI JI0 5 CyTOK Ipu Temieparype xpanenus 2—8 °C.

IlepuananbHble 00pa3nbl:

1. Iomyuure obpa3zen myTem cockoba, HCHONB3Ys yCTPOIcTBO Juist cOopa obpasnos Cepheid (karanoxHbII HOMEp
Cepheid 900-0370).

2. PaSBeZ[I/ITe AroavIbl, 4TOOBI IMOJIYYHUTb OJOCTYII K HepI/IaHaHBHOﬁ OGJ’IaCTI/I, 1 3aTeM 000MMH 30HJaMHU-TaMIIOHaMU IOJIYYHUTE
COCKOD ¢ HepHaHaJILHOﬁ 06J'IaCTI/I, crapasiCb O6pa60TaTI) KaK MO>XXHO 6OHI)H_IyIO Iiomajab IMMOBEPXHOCTH.

3. Ilomectute 30HIBI-TaMIIOHBI OOPAaTHO B KOHTEHHEp I o0pasia.
Jﬂf 4.  IlpomapkupyiiTe KOHTeHEp HACHTH(HHKATOPOM 00paslia U nepegaiiTe ero B 1abopaTopHIO.
e
+2/R°

C 5. OO6pa3supl, OTy4eHHbIE IyTEM COCKO0a, CleqyeT XpaHuTh pu Temueparype 2—8 °C. O6pasipl Ha 30HAaX-TaMIIOHAX
cTaOWIBHBI 10 5 CYTOK IpH Temreparype xpaHenus 2—8 °C.

11. nMpoueaypa

1.1 MoproToBKa KapTpuoXxa

BaxHo! TecT cnepgyet HavyaTb He no3gHee YeM 4Yepe3 30 MUHYT Nocrne BBeAEHUS peakTusa AnsA oopa3LoB B KapTPUAX.

PexrasbHble/mepuaHaibHble 00pa3lbl HA 30HJAX-TAMIIOHAX:

MprmeyaHune [na TecTUpOBaHUS HYXXEH TONbKO OAWH 30HA-TaMMOH.

IMopsimox BHecenus: obpasua B kaprpumx (Xpert vanA/vanB):
1. 3Bnekurte KapTPUIK M PEaKTUB I 00pas3oB u3 Habopa.
2. V3Buekure OfMH 30HA-TAaMIIOH M3 TPAHCHOPTHPOBOYHOTO KOHTEHHEpA.

3. BcraBbre 30HI-TaMIIOH B IPOOUPKY, COIEPIKAIILYIO PEAaKTUB JUIS 00pa3IOB.

I'IpumeanMe [ns MUHMMU3aUMKU pyUcKa KOHTaMWHAaLMW UCMONb3YNTe CTEPUIbHYIO Maprito.

4 Xpert® vanA/vanB
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11.2

BaxHo!

ViepxuBast 30HT-TAMIIOH 3a CTE€PXKEHb BO3JIe 0001Ka MPOOHPKH, MPUIOJHUMHTE 30HA-TaAMIIOH Ha HECKOIBKO MUJUTIMETPOB
OT JIHa IPOOUPKH U NIPUAABUTE CTEPIKEHb K KPato NPOOUPKH, 4TOObI OTIIoMath ero. [Ipocienunte 3a TeM, 4TOObI 30HA-TaMIIOH
ObLJT 10CTATOYHO KOPOTKHUM, YTOOBI MOXKHO OBIJIO IJIOTHO 3aKPBITh IPOOUPKY.

3akpoiiTe KphIIIKY U IepeMeIIaiTe CoIepsKIMOe Ha BUXPEBOH MeIaike B TedeHne 10 ceKyHI Ha BRICOKOH CKOPOCTH.

OTKpoiiTe KpbIIKY KapTpumka. [1ob3ysch cTepriibHOM 0AHOPa30BOM MUIIETKOMN [UIs IEPEHOCa, IEPEMECTUTE BCe
COIEPIKUMOE EMKOCTH C PEaKTHBOM JJIsl 00pa30B B KaMepy Juisi 00pasia kapTpupka tecta Xpert vanA/vanB.

3aKkpoiTe KPBILKY KapTpUIKa.

Kamepa gnsa o6pasua
(6onbluoe oTBEpCTHE)

PucyHok 1. KapTpuax tecta Xpert vanAlvanB (Bup csepxy)

3anyck TecTta

Mepepn 3anyckom TecTa npocrnenuTe 3a Tem, 4ToObI B NporpaMmmMHoe obecnevyeHue 66151 MMNOPTUPOBaH ¢hann ¢
onucaHmeM Tecta Xpert vanAlvanB.

B nanHOM pasznene HepedncisiioTcs OCHOBHBIE JISHCTBHUS IIPH BHINIONHEHUH TecTa. [10apoOHbIe HHCTPYKIUH IPUBOIATCS B
pykosoocmee onepamopa cucmemvl GeneXpert Dx niu pykosoocmee onepamopa cucmemvr GeneXpert Infinity, B 3aBUCUMOCTH
OT HCIIOJIb3yEMOI MOJIENH.

Bxurounrte npubop GeneXpert:

. [pu ucnonp3oBannu npudopa GeneXpert Dx BHavyane ciexyet BKirounTh mpudop GX DX, a 3aTeM KOMIBIOTED.
[Iporpammuoe obecnieuenne GeneXpert 3aIyCTHTCS aBTOMAaTHIECKHU, WITH e MOXKET MOTPeOOBaThCSI ABOMHON HIETIOK
IO SIPJIBIKY IporpamMMmHoro obecnedenust GeneXpert Dx Ha pabouem cromne Windows®.

Him

. IMpu ucnonszoBanuu npubdopa GeneXpert Infinity cnenyer Bitounts npubop. [Iporpammuoe obecreueHne
GeneXpert 3aIryCTUTCSI aBTOMaTHYECKHU JILOO 1OCIIe JIBOHHOTO LIETYKa Ha SIPIIBIKE IIPOrPaMMHOI0 00eCIIeueHHUs
Xpertise, Haxozsierocst Ha padodem croiae Windows.

Boiinute B mporpaMmHoe obecniedeHue mpudbopHoit cucteMsl GeneXpert, HCIONB3Ys CBOE UM MOJIB30BATEINS M APOIb.

B okne cucrembl GeneXpert menkuure Co3patb aHanus (Create Test) (uis GeneXpert Dx) unu 3akasbl (Orders), a 3arem
3akasatb aHanu3 (Order Test) (1us Infinity).

Otckanupyiite win BBeante BpyuHyto «ID mauuentay (Patient ID) (ue obs3arensho). Ecnu «ID nanuenta» (Patient ID)
HabHpaeTcs BPY4HYIO, IPOCIIEIUTE 3a TeM, 4TOObI OH ObLT BBesieH KoppekTHO. «ID nmanuentay (Patient ID) cBsi3biBaetcs ¢
Ppe3yJIbTaToOM TecTa M yKasbIBaeTcsl B okHe «IIpocMoTpers pesyinbrare» (View Results).

OtckaHupyiiTe nim BBeguTe Bpy4dHyto «ID obpasma» (Sample ID). Ecim «ID o6pasua» (Sample ID) mabupaercs Bpy4Hyto,
MPOCJIEANTE 3a TeM, YTOOBI OH ObUT BBezieH KoppekTHO. «ID obpasua» (Sample ID) cBsi3biBaeTCs ¢ pe3yabraTaMy aHaIu3a 1
yka3biBaetcs B okHe [Ipocmotpers pesynbsrarsl (View Results) u Bo Bcex otderax. OTKpOeTCsl AUAIOrOBOE OKHO
«CxaHMpoBaTh ITPHX-KOI KapTpumwka» (Scan Cartridge Barcode).

OTckaHUpyHTE ITPUX-KOA Ha KapTpumke Tecta Xpert vanA/vanB. Ha ocHOBe HH(pOpMaLuy, CYHUTaHHOH €O IITPUX-KOAA,
[IPOrPaMMHBIM OOECIICYeHHEM aBTOMATHYECKH 3aIl0NHAIOTCS caeayonye momst: «Beidopars Tect» (Select Assay),
«ID napruu peaxtuBay (Reagent Lot ID), «C/H kaprpumka» (Cartridge SN) u «Cpok rognoct» (Expiration Date).

lenkuure Havatb aHanu3 (Start Test) (ni1s GeneXpert Dx) unu OTnpaButhb (Submit) (s Infinity). B otkpeiBuiemcs na
SKpaHe IUATOTOBOM OKHE BBEIUTE TAPOIIb.
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12.

13.
13.1

8. Ilpum ucnonn3oBanuu cucteMmsl GeneXpert Infinity momecture kapTpuIK Ha KOHBEHEPHYIO JICHTY. 3arpy3Ka KapTpumKa
MIPOU30M/IET aBTOMATUYECKH, OyAET BHIIIOJIHEH TECT, a UCIOJIb30BaHHBIH KapTpUIXK OyleT yaajieH B KOHTEHHep AJIsl OTXOJOB.

N
Jlns mpubopa GeneXpert Dx:
A.  OrkpoiiTe ABepIly MOAYIIs MPUOOpa ¢ MUTAOIINM 3eJICHBIM HHIUKATOPOM U 3arpy3uTe KapTPHIIK.

B.  3akpoiite nBepity. [locie 3Toro HaunHaeTcs aHaJIN3, U 3eJieHasl MHUKaTOpHAas JlaMIla repecraer murarb. 1o
3aBEPIICHUH MPOIIeCcCa aHAIN3a HHANKATOPHAS JIaMITa BBIKITFOYaeTCSl.

0

Iepen oTKpBITHEM MOYIIS U U3BIEUEHUEM KapTPUIKa JOKANTECh Pa30JIOKUPOBAHUS CHCTEMOI 3aMKa JIBEPIIbL.

D. Hcnonp3oBaHHBIC KapTpUIKU CIICAYET YAATh B IOAXOASIIIUE KOHTeﬁHepr JJIs c60pa OTXO0I0B 06pa3u013 COoritaCHO
CTaHJAPTHBIM IpaBWJIaM, NIPUHATBHIM B BalllEM YUPCKICHUU.

MpocmoTp M NeyaTb pe3ynbLTaToB

B nanHOM paszene HepedncisiioTCs OCHOBHBIE JISHCTBHUS 110 IIPOCMOTPY M IIeYaTH Pe3ysbTartoB. bonee moapoOHble HHCTPYKIUH
10 IPOCMOTPY U TI€YaTH Pe3yIbTaToOB CM. B pykosoocmee onepamopa cucmemuvt GeneXpert Dx nnm pykosoocmee onepamopa
cucmemwl GeneXpert Infinity, B 3aBUCHMOCTH OT HCIIOIb3yeMOTO MpHOOpa.

1. Jlas mpocMoTpa pe3ynsTatos Beibepute 3Ha4ok [pocmoTpeTh pesynbTathl (View Results).

2. Tlo 3aBepuiennu Tecra Haxkmute knonky OT4eT (Report) B oxue «IIpocmorpers pesynsraren (View Results) miis
MIPOCMOTpa OT4eTa | (MiIH) MoaydeHus otdera B popmare PDF.

KoHTponb kayecTBa

BcTpoeHHble KOHTPONKU KavyecTBa

B kakmplif TecT BXOXUT KOHTPOIIL 00paboTku obpasna (Sample Processing Control, SPC) u xonTtpoins 30u710B (Probe Check
Control, PCC).

. KonTpoas o6padorku odpasua (Sample Processing Control, SPC) — no3BosnsieT y1ocToBepUThCS B IPaBUIBHOCTH
00paboTku obpasia. SPC conepxut criopsl Bacillus globigii B hopme CyXoi JETEHIKH U3 CIIOP; OHU UMEIOTCS B KXKIOM
KapTpHPKe IS HONTBEPXKICHUS IPaBIIIBHOCTH 00paboTku 6akTepuii B o6pasie. SPC no3BosieT BepupHUIpOBaTh JTN3UC
OakTepHii, pe3UCTCHTHBIX K BAHKOMUIUHY (€CIM OHH IIPUCYTCTBYIOT B 00pa3le), ¥ IIOATBEPAUTE IPABIIBHOCTH 00paboTKH
obpasna. Kpome Toro, 3TOT KOHTPOII MO3BOJISIET BBISIBUTH ClIEM(UYECKOE T JaHHOTO 00pa3iia HHrHOUpoBaHNE
peaxuuu npu ucnonb3zoanuu meroaa 1P B pexxume peansHoro Bpemenu. Pesynsrar amst kontpoist SPC nomkeH
OBITh MOJOXKUTEIBHBIM MIPU OTPUILIATENFHOM PE3YIbTaTe aHANIN3a 00pa3La U MOXKET ObITh KaK MOJIOKHTEIbHBIM, TaK U
OTpULIATENEHBIM IIPH TIOJIOKHUTEIIBHOM pe3yibTare aHanusa oopasua. Kontpons SPC cunrtaercs npoiiieHHBIM, €Clu ero
PEe3yIIbTaT COOTBETCTBYET BAIUANPOBAHHBIM KPUTEPHUSIM NPHEMIIEMOCTH.

. KonTpoas 301108 (probe check control, PCC) — nepex 3amyckom I[P cucrema GeneXpert® Dx nzmepsier
(1yopecLeHTHBI CUTHAJ OT 30HJIOB IS OTCJICKMBAHUS PErUpaTallii IPaHyJl, 3al0JHCHUS PEaKIMOHHON NPOOUPKH,
LIEJIOCTHOCTH 30HI0B M CTaOMIIBHOCTH KpacuTess. KOHTpoIb 30HI0B CUMTACTCS NPOHIEHHBIM, €CIIH €r0 Pe3yibTar
COOTBETCTBYET YCTAaHOBJICHHBIM KPUTEPHUSIM IIPHEMIIEMOCTH.

Xpert® vanA/vanB
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14. WHTepnpeTauus pesynbraToB

Pesynbrarel HHTEpHIpeTUPYIOTCS cucTeMoi GeneXpert Ha OCHOBAHMU M3MEPEHHbIX (IIyOPECLEHTHBIX CUTHAJIOB U BCTPOCHHBIX
aITOPUTMOB pacyeTa; OHU oToOpakarorcst B okHe «IIpocMoTpers pesynsrate» (View Results) (PucyHok 2, Pucynok 3,
Pucynok 4 u PucyHok 5). Bo3MOHBI ciemyromme pe3yabTarsl:

Tabnuua 1. Pe3ynbraTbhl U UX UHTepnpeTauus

PesynkraTt UHTepnpetauus

vanA NMONOXUTENbHBLIN | Lienesas nocneposatensHocTs [HK vanA obHapyxeHa.

(vanA POSITIVE) « vanA NOJIOXXUTENBHbIN (vanA POSITIVE) — LeneBas nocrneaoBaTensHoCTb
PucyHok 2 vanA nmeet Ct B eCTBUTENBHOM AnanasoHe, U KOHeYHasi TO4Ka HaxoauTcs Bbllle

YCTaHOBMEHHOTO MUHUMYMA.
SPC — H/IN (HenpumeHnmo); SPC urHopupyeTcs, NOCKONbKy aMmnnudukaums
LierneBon nocrneaoBaTenbHOCTU vanA MOXET KOHKYPUPOBATL C 9TUM KOHTPOIEM.
KoHTponb 3oHaos — NMPOMOEH (PASS); sce NpoBepku kKadecTsa 30HA0B
npovaeHb!.

vanB MONOXUTEJbHbIN
(vanB POSITIVE)

PucyHok 4

LleneBas nocneposarensHocTb [HK vanB obHapyxeHa.

vanB MOJIOXXUTENbHbLIN (vanB POSITIVE) — ueneBas nocnegoBaTenbHOCTb
vanB nmeet Ct B AeiCTBUTENBHOM AManas3oHe, U KOHEeYHasi TOYKa HaxoaUTCS Bbllle
YCTaHOBEHHOIO MUHUMYMa.

SPC — H/IN (HenpumeHumo); SPC urHopupyeTcs, NOCKONbKY amnnudukaums
LleneBowv nNocrnenoBaTenbHOCTM vanB MOXeT KOHKYpMpoBaTh C 3TUM KOHTPOMEM.
KoHTponb 3oHgoB — MNMPOMAEH (PASS); Bce npoBepku kayecTBa 30HAOB
NPoONaeHsbI.

vanA NONOXUTENbHBLIN,
vanB MONOXUTEbHbIN
(vanA POSITIVE,
vanB POSITIVE)

LleneBble nocneposatensHocTv AHK vanA n vanB obHapyxeHbl.

vanA MONOXUTENLHbLIN (vanA POSITIVE) — uenesas nocnenosaTensHOCTb
vanA nmeet Ct B 0eCTBUTENBHOM AManasoHe, N KOHEYHas TOYKa HaxXoaAUTCH Bbllle
YCTaHOBMEHHOIO MUHUMYMa.

vanB MONOXXWUTENLHBLIA (vanB POSITIVE) — uenesas nocrnenosaTtensHOCTb
vanB umeet Ct B AeACTBUTENBHOM AManasoHe, U KOHeYHas ToUuKa HaxoauTCs Bbllle
YCTaHOBMEHHOIO MUHUMYMa.

SPC — H/IN (HenpumeHnmo); SPC urHopupyeTcs, NOCKONbKY amnnudukaums
LeneBbIX NocnenoBatenbHOCTEN vanA u (Mnu) vanB MOXeT KOHKYpMpOBaTb C 3TUM
KOHTpOnem.

KoHTponb 3oHgoB — MPOWMAEH (PASS); Bce npoBepku KayecTBa 30HAOB
NPONOEHbI.

OTPULIATENBbHbIN Llenesbie nocneposatensHocTn AHK vanA u vanB He o6HapyxeHbl. SPC
(NEGATIVE) COOTBETCTBYET KPUTEPUAM NMPUEMITEMOCTH.
PucyHok 3 « OTPULATENbLHBLIA (NEGATIVE) — He 06HapyXeHOo LieneBsbix
nocneposatensHocTen OHK vanA nnn vanB.
+ SPC — NPOWIOEH (PASS); Ct ans SPC HaxoguTcs B AeCTBUTENBHOM
AmanasoHe, 1 KOHeYHas To4Ka HaxoAMTCS Bbille YCTaHOBMEHHOTO MUHUMYMa.
+ KoHTponb 3oHa0B — MNMPOWVOEH (PASS); Bce NpoBepkyu kayecTea 30HA0B
nNponaeHs.l.
Xpert® vanA/vanB 7
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Tabnuua 1. Pe3ynbraTbl M UX UHTepnpeTauus

PesynsTaT UHTepnpetaumna
HEOENCTBUTENBHLIV MpucyTcTBME UNn OTCYTCTBME LieNeBon nocnegoBaTtensHocTn vanAlvanB He moxeT
(INVALID) ObITb ONpegeneHo, NOBTOPUTE TECT COMMAaCHO MHCTPYKUMAM, MPUBEAEHHBIM HIDKE B

pasgene «[lpoueaypa noBTopHOro aHanuaay». Pesynstat SPC He cooTBeTCTBYET

KpUTEpUSIM NpuemMnemocTu, npouecc o6paboTkn obpasua npoluen HeHaanexatwmum

obpasom nnum MLUP 6bina nHrnbupoeaHa.

« HEOQEMCTBUTENbHbLIN (INVALID) — HEBO3MOXHO YCTaHOBUTL HanNuUuMe Unu
otcytcteue AHK vanA vinn vanB.

+ SPC — HE NPOMOEH (FAIL); peaynsTaT onpeaeneHns Lenesoi
nocnegosatensHocT vanA n vanB otpuuatensHbin, Ct SPC HaxoauTca 3a
npegenamv 4eicTBUMTENbHOMO AManasoHa, N KOHeYHas Touka HaxoguTCs Huke
33a4aHHOr0 MMHMMAarbHOIO 3HAYEHUS.

+ KoHTponb 3oHa0B — MPOVOEH (PASS); Bce npoBepku KayecTBa 30HAOB
NpPoONaeHsbI.

OLWUUMBKA (ERROR)
PucyHok 5

MpucyTcTBME MMM OTCYTCTBME LieNeBor nocrneaosatensHocTn vanA/vanB He MoxeT
ObITb ONpeaeneHo, NOBTOPUTE TECT COMMacHO UHCTPYKLMAM, NPUBEOEHHbIM HUXE B
pasgene «Mpoueaypa NOBTOPHOro aHanusay. MpoBepka 30HAOB He NpoiaeHa,
BEPOSATHO, BCIEeACTBUE HEHAAEXALLETO 3arofIHEHNS] PEaKLMOHHOW NPOGUpKY,
BbISIBNIEHUSI NPOGNEeMbl HapYLLUEHWS LIENOCTHOCTU 30HAOB UMW NPEBbILLEHNS
npenenos MakcUMarnbHO OOMYCTUMOro AaBneHus.

+ vanA — HET PE3YJIbLTATA (NO RESULT)

+ vanB — HET PE3YJIbTATA (NO RESULT)

+ SPC — HET PES3VYIIbTATA (NO RESULT)

+ TMposepka 3oHaos — HE MPOMOEHA (FAIL)*; Bce nnu oaHa 13 NPOBEPOK 30HOOB
He npouaeHsbl (-a).

+ *Ecnu npoBepka 30HOOB NpovaeHa, owmnbka Bbi3BaHa cOOEM KOMMOHEHTa
cuCTEeMBI.

HET PE3Y/IETATA
(NO RESULT)

MpucyTcTBYE MK OTCYTCTBUE LiENeBON nocrnenoBaTenbHoCcTn vanAl/vanB He MoXeT
ObITb OnNpeaeneHo, NOBTOPUTE TECT COMMACHO MHCTPYKUMSM, MPUBEAEHHBLIM HIDKE B
pasgene «[Mpouenypa NOBTOPHOro aHanusax. [Ina npegoctaeneHus pesyrnsraTa
cobpaHo HeoCTaTOYHO AaHHBIX (Hanpumep, onepaTop NpepBarn BbiMOMHSAOLWMIACS
npouecc TecTa).

* vanA — HET PESYJIbTATA (NO RESULT)

* vanB — HET PE3YJIbTATA (NO RESULT)

+ SPC — HET PES3VYJIbTATA (NO RESULT)

» [posepka 3oHaoB — H/IM (HEMPUMEHNMO)

Xpert® vanA/vanB
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CUTENBHbII;
D TPULIATENLHBIIA

PucyHok 2. Mpumep nonoxutensHoro pesynsraTta Ha vanA u oTpuuaTesnbHOro pesynsrata Ha vanB

OTPHUATENBH I:.II,-:1:
OTPULIATENbHLIN

PucyHok 3. NMpumep oTpuuaTensHoro pesynsrarta Ha vanA n vanB

Xpert® vanA/vanB 9
301-0188-RU Pen. F mapt 2023 .



Xpert® vanA/vanB
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{|[For In Vitro Diagnostics Use Only.
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PMCYHOK 4. NMpumep oTpulaTenbHOro pe3ynbraTta Ha vanA v NonoXxuTesnibHOro pe3ynbraTa Ha vanB

4

’rPeayanal rPe:;nhmmannmy r()m.m..-' [’o—m rllcrqm rl'lunmm |
;Haaaauueiec:la XpertvanAvanB Bepcua 1

PesayneTal |gunBKA

{[For In vitro Diagnostics Use Only.

<HeT navHbIX>

PucyHok 5. NMpumep pesynbrata «Owmbka»
15. T[loBTOpHOE BbINOSIHEHUE TecTa

15.1  MpuYMHBI NOBTOPHOrO BbINOJIHEHNA TecTa
[Tpu nony4eHnH 1FOOOTO U3 CIEAYIOMINX PE3y/IbTaTOB TOBTOPUTE TECT B COOTBETCTBUH C YKa3aHHUSIMH, U3JIOKCHHBIMU B
Paznen 15.2, [Ipouenypa nMoBTOPHOTO aHaIu3a.

HEQEWCTBUTENBHbBIN (INVALID) pesynsrar ykasbiBaet Ha To, 4to korTpomn SPC He npoiinenst. O6pasew He 6611 06paGoTaH B
TeCcTe HaIJISKAIIUM 00pa3oM, WiH npou3onuto nuaruouposanue [TLP.

10 Xpert® vanA/vanB
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Pesynbrar OLLIMBKA (ERROR) ykaseiBaeT Ha TO, 4TO He mpoiiieHa IPOBEPKa 30HI0B, ¥ TECT ObLI NPEPBaH, MIPUINHAMHE YETO
MOKET OBITh HEHAUIEKAIIEE 3AMONHEHNE PEAKIMOHHON MPOOGUPKH, HAPYIIEHHE TIETOCTHOCTH 30H/IOB WIIM TIPEBBIIEHAE
MaKCHMAJIBHO JIOMYCTUMOTO JIABJIEHHS.

Coo6menne HET PE3YJIbTATA (NO RESULT) cBuzerenscTByeT 0 TOM, 4TO COOpaHO HEAOCTATOMHO JaHHBIX. TaKoe COOOIIEHHE,
HaIpUMeEp, MOMKET NOSBIATLCS, €CIIM JIaOOPAHT NMPepBall TEKYLIUA MPOLECC aHAIU3a.

15.2 Tpoueaypa NOBTOPHOro aHanusa
)IJ‘ISI TIOBTOPHOI'O BBLIITOJIHEHUSA TECTA HE MO3IHEE YEM YCPE3 3 yaca mocie NOJIy4Y€HHSA COMHUTEIIBHOIO PE3yJibTara BO3bMUTE
HOBBIH KapTpumx Xpert vanA/vanB (He uctions3yiiTe KapTpHIK IOBTOPHO) ¥ HOBBIN ()IAKOH C PEaKTHBOM AJISI 0OpasIioB.
HepeHeche BCC OCTAaTKU COACPIKUMOTO U3 KaMEPbl S B HOBBIH PCaKTuB OJjisd 06pa3u03. HepeMemaﬁTe Ha BI/IXp6B0171 MEmaJIke 1
BHECHTE BCE COACPKIMOE EMKOCTH C PEaKTHBOM JUIs 00pa3LioB B Kamepy IJis o0pasiia HOBOTo KapTpumka Xpert vanA/vanB.

16. OrpaHunyeHus

. OyHKIMOHANEHBIE XapaKTePUCTHKY TecTa Xpert vanA/vanB mpoly BaIUAAIHIO TONBKO C HCIOJIB30BAHUEM MTPOLEYD,
OIKCAHHBIX B JAHHOM BKJIaJbllIIe-UHCTPYKIUU. BHECEHUE U3MEHEHUIT B 3TU IPOLELyPbl MOXKET HApyIIUTh
(yHKIMOHANBHBIE XapaKTePUCTHKY TecTa. Pe3ynsTaTsl, MOMy4eHHbIE C HCIIOIb30BaHIEM TecTa Xpert vanA/vanB, ciexyer
HMHTEPIPETUPOBATH C YUETOM APYTUX JTAOOPATOPHBIX M KIMHUYIECKUX JAHHBIX, UMEIOIHXCS y Bpaya.

. OmrbouHbIe pe3yIbTaThl aHaJIM3a MOTYT OBITh CBSI3aHBI C HEMPABHILHBIM COOpOM 00pasiia, HeCOOTIONeHuEM
PEKOMEH/I0BaHHOH IpoLeypbl cOopa 00pa3loB HIM HHCTPYKIHUH IO 0OpaIeHUI0 U XPaHeHUIO, TEXHHIECKOi OMMOKOH,
HepeMeIIMBaHieM 00pa3LoB HIH HEJOCTAaTOYHBIM /Il OOHAPY>KEHHS IIPH IIOMOIIH JaHHOTO TECTa KOJINYECTBOM
MHKPOOPraHu3MOB B 00pasie. UToOs! n30exaTh MOMyUYeHUS OIIHOO0YHbBIX PE3yJIbTaTOB, HEOOXOAUMO TIIATEIFHO COOMIONATh
yKa3aHHs1, IPEACTABICHHBIC B JAHHOM BKJIa IbILIIE-HHCTPYKIIHH.

. Tak kak BO3MOXKHOCTH 0OHapy»eHuss BPD 3aBHCHT OT KonrdecTBa IPUCYTCTBYIOMIMX B 00pasiie MUKPOOPTaHU3MOB,
JIOCTOBEPHOCTH PE3yIIbTaTOB 3aBUCHT OT NMPAaBIIBHOCTH cOopa 00pasiia, 00paIneHns ¢ HUM U €r0 XpaHEeHHS.

. HeoGX0MMOCTh IOBTOPHOTO BHIONHEeHHs Tecta Xpert vanA/vanB, korna nonyuenst pesynsrarst HEQEWCTBUTENbHbIN
(INVALID), OLLUMBKA (ERROR) wt HET PE3YJIbTATA (NO RESULT), crietyer onenuBarh Ha 0CHOBE NPUHSTOM IPAKTHKU U
HPaBUJI MEAUIIMHCKOTO yupexkaeHus. HeobX0auMo mpeycMOoTpeTh albTepHATHBHBIC IPOLEAYPhL. It KyIbTHBHPOBAHHSI
OCTaBIIKECs 00Pa3Lbl HA 30HAAX-TAMIIOHAX TOJGKHBI IOMEIATHCS B IIOAXOSIIME CHCTEMbI TPAHCIIOPTHPOBKH,
OPOAOIKUTENBHOCTD KYJIBTHBUPOBAHUS JOJDKHA HAXOAUTHCS B TIpeaenax 4 CyTokK.

. [ToNOXUTEIBHBIN PE3YNIBTAT TECTA HE 00S3aTEIIbHO CBUICTEIBCTBYET O MPUCYTCTBUH )KU3HECTIOCOOHBIX MUKPOOPTaHU3MOB.
OpHako OH yKa3bIBaeT Ha BOZMOXKHOCTb IpUcyTcTBUsI BPO.

. IMonoxxuTenbHbIe pe3yasTarsl Tecta Xpert vanA/vanB B oTHomeHuH vanB npu oTCyTCTBHM vanA MOTYT OBITh CBSI3aHbI HE C
BPD, a ¢ npyrumu MuKpoopraHu3MaMu. PekoMeHtyeTcst MOATBEPAUTh HATMYHE 9THX MUKPOOPTaHU3MOB KYJIBTYpajIbHBIM
METOJIOM.

. Kak onuceiBaeTcst B IuTEpaType, MOTYT OOHAPYKHUBATHCS HEKOTOPBIE a3pOOHBIE U aHAPOOHBIE OAKTEPHUH, COICPIKAIINE TCH

vanB*>, 1 naHHbBIN TECT MOTEHIMAIBHO CIIOCOOEH MX BBISBIATH, OHAKO KIMHAYCCKAs 3HAYMMOCTb I0I0OHBIX PE3yJIbTATOB
HeusBecTHa. [Ipeamnonaraercs, 4To aHadpOOHbBIC GaKTepUH, COEPIKAILNE I'eH vanB, MOTYT CITyXKUTh Pe3epByapoM
JETePMHHAHT PE3UCTEHTHOCTH K BAHKOMHLIMHY ', OHAKO 5Ty TMIIOTE3y €Ll PEACTOUT AOKA3aTh.

. Tect Xpert vanA/vanB cremyer HCnonp30BaTh B Ka4eCTBE TOMOTHEHHS K APYTUM HMEIOIMUMCS MeTogaM. MyTanuu nim
MOAMMOP(H3M B YHaCTKaX CBA3BIBAHUS NpaiiMepa WM 30Ha MOTYT OTPHULIATENILHO MOBIHITH Ha BO3MOXHOCTh
00HapYKEHHSI HOBBIX MJIM HEU3BECTHBIX BapraHTOB BPD M mpuBecTH K MONTYUCHHIO JIOKHO-OTPHIIATCIBHBIX PE3YJIbTATOB.

. He pexoMeHayeTcst HCIONb30BaTh APYTHE CUCTEMBbI cOOpa M TPAHCIIOPTHPOBKU 00pa3LoB, IOMUMO yCTPOHCTBa Ais cOopa
obpasnos Cepheid. He mpoBoanmack omneHka mpruMEHEHUsSI IPYTHX YCTPOHCTB C JTAHHBIM TECTOM.

. Tect Xpert vanA/vanB no3BonsieT onpenensiTs IeH vanA, a He MUKPOOPIaHHU3M; CIIEIOBATENIbHO, TOJI0KHUTEIbHBIE
PEe3yIIBTaThl MOTYT OBITH TOIYYEHBI U B OTHOLIEHUHU T€HOB vanA, IePeHOCHMBIX HE YHTEPOKOKKaMH, a APYTUMU
OaKTepusMH, TAKIMH KaK PE3UCTEHTHBIE K BAHKOMUIIMHY ITaMMbl Staphylococcus aureus.

. IMockonbKy Ipy TOBTOPHOM TECTUPOBAHUH MPOUCXOAUT pa3BelieHHe 00pasiia, BO3MOXKHO MOJIYyYEHHE JIOKHO-
OTpPUIIATENBHBIX PE3yJIbTaTOB IIOBTOPHOTO TECTHPOBAHHS 00Pa3LOB, ONOKUTEIBHBIX HA vanA U vanB 1 conepikammx
MHKPOOPTaHU3MBI B KOHIIEHTPAIUH, PAaBHOH MM O1m3Koi k mopory ooHapyxenus (LoD) Tecta Xpert vanA/vanB.

. Ha pe3ynbraTsl MOXKET TakKe TOBIMAIOT COITYTCTBYIOIIAs aHTHOMOTUKOTEPAITHS MIIM CUTYyalHs, Kora B oOpasie
MPUCYTCTBYIOT MHKPOOPTaHU3MBI B KOJIMYECTBE HIKE ITOpora 0OHapyXeHHs TecTa.
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17.2

q)YH KUMOHalbHbI€e XapaKTepUCTukKun

KnuHunyeckue yHKUMOHaNBbHbIE XapaKTepPUCTUKU

OyHKIMOHANIBHBIE XapaKTEPUCTUKH TecTa Xpert vanA/vanB onpenensiin B MHOTOLIEHTPOBOM IPOCIIEKTHBHOM HCCIIEIO0BAaHHY,
KOTOPOE IPOBOJMIIOCH B YEThIpeX MEAMIMHCKUX yupexaeHusx B CIIIA u oqHoM mccnenoBatensckoM HieHTpe B EBporne. s
9TOTO BEHIONHSIN cpaBHEHHE TecTa Xpert vanA/vanB Ha cucreme GeneXpert (Tect Xpert vanA/vanB) ¢ KynbTypalbHBIM
MeTofoM. J[is yuacTus B MCCiIel0BaHUU OpaInch 00pasiibl y JIMLL, U1 KOTOPBIX ObLIO MOKA3aHO W/WIM Ha3HAYEHO HUCCIICOBaHUE
C KYJIbTUBHPOBAHHEM COIVIACHO MPAKTHUKE YUPEHKIACHHSI.

OnuH 30HA-TaMIIOH HCIOIB30BAIH AT UCCIIEIOBAHMUS IIPU oMoIy Tecta Xpert vanA/vanB. JIpyroi 30HI-TaMIIOH TOCBUTANH B
LEHTPATBHYI0 MHKPOOHOIOTHUECKYIO JTabopaTopuio (3a UCKIIIOUeHHEM IieHTpa B EBpomne). B nienTpanbHoii naboparopuu 30H1-
TaMIIOH TMOCJIE TOTy4eHNsI HHOKYIUPOBAIIM B JKETYHO-ICKYINHOBBIH arap ¢ a3uJoM HaTpUs U C BAHKOMHIIHOM (B YallKe
IMerpu), n 3aTeM MOMeENIANN B )KEITYHO-ICKYJIMHOBBII OyJIb0H ¢ BAaHKOMUIIMHOM. Yepe3 24 yaca MHKYOAIMU TP TeMIleparype

+ 35 °C OynbOH mepeceBaty Ha XEITYHO-ICKYJIMHOBBIN arap ¢ a3uaoM HAaTPUs U ¢ BAHKOMHULIMHOM, KYJIBTYPBI OLICHHBAIIH Yepe3
24 u 48 gacos. [locne oxpammBanus o I'pamy 1 TecTa Ha MUPONTIOTAMHI AMHHOIIETITHAA3HYI0 akTuBHOCTH (PYR-Tecra),
npennonaraemsle BPD npentndunmposanmn npu nomomu crpunos API20S (BioMérieux, ®@pannust). Hanmaue vanA u (vmm)
vanB ycranasnuBanu mpu nomomn E-tectoB (AB Biodisk, [1IBennst) 11 BAHKOMHIIMHA U TCHKOIIIIAHUHA.

O6uwue pesynbraTthbl

Bcero 878 00pasiioB, MOMYyYEHHBIX MYTEM PEKTAIBHOTO cOCKoba, ObLIH HcciienoBansl Ha BPD mpu momomwm tecta Xpert vanA/
vanB, 1 ObLIO BHITOJHEHO CPABHEHHE C PE3yJbTaTaMHy, IMOJYYCHHBIMH METOIOM MPSMOTO KyIbTHBUpOBaHUs. Beero 878
00pa3oB, MOTYYECHHBIX ITyTEM PEKTAIBFHOTO cOCKo0a, ObUTH rcciienoBansl Ha BPD npu momomm tecta Xpert vanA/vanB, u
OBLIO BBIMOIHEHO CPABHEHHE C PEe3y/IbTaTaMH, MOIYyYSHHBIMH METOIOM HAKOMUTEIFHOTO KYJIBTHBAPOBAHMSI.

Bcero 429 06pa3noB, OMy4YeHHBIX ITyTeM HepHaHaIbHOro cockoba, Opumn MccienoBansl Ha BPOD mpu nomomu tecra Xpert
vanA/vanB, 1 OBUIO BEIIIOIHEHO CPAaBHEHHE C pe3yIbTaTaMH, MOTyYSHHBIMUA METOIOM IIPSIMOTO KylIbTHBHpOBaHuUs. Beero 430
00pasmoB, MOITyYEHHBIX IIyTeM IepHaHaIBHOTO COCKoOa, ObUIHM HccaenoBaHsl Ha BPD npu momomu tecta Xpert vanA/vanB, u
OBLJIO BBHIMOJIHCHO CPAaBHEHHE C PE3YJIbTATAMH, ITOTyYEHHBIMU METOZOM HAKOIHTEIBHOTO KyJIBTHBUPOBAHHSL.

CaezieHust 0 YyBCTBUTEIEHOCTH, CHELM(UIHOCTH, TPOTHOCTHYECKON LIEHHOCTH MOJIOKUTENIBHOTO pe3ynsrara (PPV) n
MPOTHOCTHYECKOH EHHOCTU oTpunarensHoro pesynsrara (NPV) tecra Xpert vanA/vanB npencrasnenst B Tabnuna 2 u Tabmuna 3.
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Tabnuua 2. dyHKLUMOHaNbHbIEe XxapakTepucTukn Tecta Xpert vanAlvanB B 3aBucumocTu ot Tuna obpasua,
CpaBHeHMe C pe3yfnbTataMu, Nofy4YeHHbIMU MEeTOAOM NMPSIMOro KyNbTUBUPOBaHUA

Tect Xpert vanAlvanB B cpaBHeHUM C NPSAAMbIM KynbkTUBUpoBaHueMm; vanA npu 95 % OU

l‘|YBCTBI!ITEJ1I:HOCTI:.

CneumdunyHOCTb

PPV

NPV

MepnaHanbHble

98,1 % (51/52)
(89,7 % - 100,0 %)

93,4 % (352/377)
(90,4 % - 95,7 %)

67,1 % (51/76)
(55,4 % - 77,5 %)

99,7 % (352/353)
(98,4 % - 100,0 %)

PekTanbHble

96,5 % (83/86)
(90,1 % - 99,3 %)

91,5 % (725/792)
(89,4 % - 93,4 %)

55,3 % (83/150)
(47,0 % - 63,4 %)

99,6 % (725/728)
(98,8 % - 99,9 %)

Bcero

97,1 % (134/138)
(92,7 % - 99,2 %)

91,2 % (1077/1169)
(90,4 % - 93,6 %)

59,3 % (134/226)
(52,6 % - 65,8 %)

99,6 % (1077/1081)
(99,1 % - 99,9 %)

Tect Xpert vanAlvanB B cpaBHeHMM ¢ NpPAMbIM KynsTUBMpoBaHuem; vanB npu 95 %

an

l‘|YBCTBI!ITEJ1I:HOCTI:.

CneundunyHOCTb

PPV

NPV

MepnaHanbHble

25 % (1/4)
(0,6 % - 80,6 %)?

94,1 % (400/425)
(91,4 % - 96,2 %)

3,8 % (1/26)
0,1 % - 19,6 %)

99,3 % (400/403)
(97,8 % - 99,8 %)

PekTanbHble

100 % (13/13)
(79,4 % - 100,0 %)

83,9 % (726/865)
(81,3 % - 86,3 %)

8,6 % (13/152)
(4,6 % - 14,2 %)

100 % (726/726)
(99,6 % - 100,0 %)

Bcero

82,4 % (14117)
(56,6 % - 96,2 %)

87,3 % (1126/1290)
(85,3 % - 89,1 %)

7.9 % (14/178)
(4,4 % - 12,8 %)

99,7 % (1126/1129)
(99,2 % - 99,9 %)

Tect Xpert vanAlvanB B cpaBHeHUM ¢ NpsAMbIM KynbTUBUpoBaHueMm; vanAl/vanB npwu 95 % OU

quCTBMTeanOCTb

CneundunyHocTb

PPV

NPV

MepnaHanbHble

92,9 % (52/56)
(82,7 % - 98,0 %)

88,7 % (331/373
(85,1 % - 91,8 %

55,3 % (52/94)
(44,7 % - 65,6 %)

98,8 % (331/335)
(97,0 % - 99,7 %)

PekTanbHble

99,0 % (96/97)
(94,4 % - 100,0 %)

)
)
79,3 % (619/781)
(76,2 % - 82,1 %)

37,2 % (96/258)
(31,3 % - 43,4 %)

99,8 % (619/620)
(99,1 % - 100,0 %)

Bcero

96,7 % (148/153)
(92,5 % - 98,9 %)

82,3 % (950/1154)
(80,0-% - 84,5 %)

42,0 % (148/352)
(36,8 % - 47,4 %)

99,5 % (950/955)
(98,8 % - 99,8 %)

@ OCcHOBHBLIM (aKTOPOM, CMOCOBCTBOBABLUMM HU3KOI YyBCTBUTENLHOCTU (25 %) Npuw onpeaeneHnn vanB B nepuaHasbHbix obpasuax,
6bIN10 HEBOMbLLOE KONMUYECTBO 06pa3LoB, NONOXUTENbHBLIX Ha vanB no pesynbTataM MCCNefoBaHNs KynbTyparbHbiM MeTogoMm. B
Lenom, pacnpocTpaHeHHOCTb vanB B uccnegyemon BblIoopke nauMeHToB Obina HU3KOM.
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18.

Tabnuua 3. dyHKLUMOHaNbHbIe xapakTepucTuku Tecta Xpert vanAlvanB B 3aBucuMocTu oT Tuna o6pasua,
CpaBHeHue ¢ pe3yribTaTaMmu, NoNy4YeHHbIMU METOAO0M HaKONMUTENbLHOIO KyNETUBMPOBaHUSA

Tect Xpert vanAlvanB B cpaBHeHMU ¢ HaKONUTENbHLIM KynsTUBUpoBaHueMm; vanA npu 95 % OU

quCTBI/ITe.H bHOCTb

CneuudunyHocTb

PPV

NPV

MepnaHanbHble

90,6 % (58/64)
(80,7 %- 96,5 %)

95,1 % (348/366)
(92,3 % - 97,1 %)

76,3 % (58/76)
(65,2 % - 85,3 %)

98,3 % (348/354)
(96,3 % - 99,4 %)

PekTanbHble

92,0 % (103/112)
(85,3 % - 96,3 %)

94,0 % (720/766)
(92,1 % - 95,6 %)

69,1 % (103/149)
(61,0 % - 76,4 %

98,8 % (720/729)
(97,7 % - 99,4 %)

Bcero

91,5 % (161/176)
(86,3 % - 95,2 %)

94,3 % (1068/1132)
(92,8 % - 95,6 %)

71,6 % (161/225)
(65,2 % - 77,4 %)

98,6 % (1068/1083)
(97,7 % - 99,2 %)

Tect Xpert vanAlvanB B cpaBHeHMU ¢ HaKkONUTEeNbHbLIM KynsTUBUpoBaHueMm; vanB npu 95 % OU

YyBcTBUTENBLHOCTL

CneunduryHOCTb

PPV

NPV

MepuwaHanbHbIe

25 % (1/4)
(0,6 % - 80,6 %)?

94,1 % (401/426)
(91,5 % - 96,2 %)

3,8 % (1/26)
(0,1 % -18,6 %)

99,3 % (401/404)
(97,8 % - 99,8 %)

PekTanbHble

100 % (13/13)
(79,4 % - 100,0 %)

83,9 % (726/865)
(81,3 % - 86,3 %)

8,6 % (13/152)
(4,6 % - 14,2 %)

100 % (726/726)
(99,6 % - 100,0 %)

Bcero

82,4 % (14/117)
(56,6 % - 96,2 %)

87,3 % (1127/1291)
(85,4 % - 89,1 %)

7.9 % (14/178)
(4,4 % - 12,8 %)

99,7 % (1127/1130)
(99,2 % - 99,9 %)

TecTt Xpert vanAlvanB B cpaBHeHMM ¢ HaKONUTENbHbLIM KynbTUBUpoBaHueM; vanAlvanB npu 95 % OU

l‘|YB(:TBI.’ITEJ1 bHOCTb

Cneundun4HOCTb

PPV

NPV

MepuaHanbHble

86,8 % (59/68)
(76,4 % - 93,8 %)

90,3 % (327/362)
(86,8 % - 93,2 %)

62,8 % (59/94)
(52,2 % - 72,5 %)

97,3 % (327/336)
(95,0 % - 98,8 %)

PekTanbHble

94,3 % (115/122)
(88,5 % - 97,7 %)

81,2 % (614/756)
(78,2 % - 83,9 %)

447 % (115/257)
(38,6 % - 51,1 %)

98,9 % (614/621)
(97,7 % - 99,5 %)

Bcero

91,6 % (174/190)
(86,6 % - 95,1 %)

84,2 % (941/1118)
(81,9 % - 86,3 %)

49,6 % (174/351)
(44,2 % - 54,9 %)

98,3 % (941/957)
(97,3 % - 99,0 %)

@ OCcHOBHBLIM (aKTOPOM, CMOCOBCTBOBABLUMM HU3KOI YyBCTBUTENBLHOCTU (25 %) Npuw onpeaeneHnn vanB B nepuaHasbHbix obpasuax,
6bIN10 HEGOMbLLOE KONMUYECTBO 06pa3LoB, NONOXUTENbHBIX HA VanB Mo pesynbTataM UCCNEAOBaHNS KynbTyparibHbiM MeTogoM. B
Lenom, pacnpocTpaHeHHOCTbVanB B nccnegyemoi Bblbopke naumeHToB Oblna HU3KOW.

AHanuTnyeckas cneynpm4HoOCTb

HccnenoBanue mpoBOAMIOCH C UCHIOJIB30BaHUEM 42 mTaMMOB OakTepuil ¥ rpubkoB. Onpenensiiu KOIUYeCTBEHHOE COepIKaHe
MHKPOOPraHU3MOB B 00pa3lLax, Hocie 4ero o0pasibl HCCIeNoBaIH Ipu oMoy tecta Xpert vanA/vanB. IllTamMsl Obutn
MOJTyYeHBI U3 AMEPHKAHCKOH KOJUICKIUH THUITOBEIX KynIbTyp (American Type Culture Collection, ATCC), Komnekun Kynsryp
VYuausepcutera ['erebopra (Culture Collection University of Goteborg, CCUG), Hemerxoii KoJUIeKIIMA MUKPOOPTaHU3MOB U
knetoyHbIX KynbTyp (German Collection of Microorganisms and Cell Cultures, DSMZ) u LIeHTpoB 110 KOHTPOJIO U
npodunaxruke 3adonesanuit CILIA (Centers for Disease Control and Prevention, CDC).

B nccienoBanny MCHONIB30BAIM IPaM-TIOJIOKHUTEIBHEIE (22) U rpaM-0TpHIaTeIbHbIe MUKpOOpranu3Mel (18), B ToM uncie
pE3UCTEHTHBIE K aHTHOMOTHKaM mTaMMEl Pseudomonas spp. n Acinetobacter spp., a Taxxe IpoxoKeBble TpuOKH (2).
JIoTOTHUTETFHO MUKPOOPTaHU3MBI ObLTH KiTaccu()UIIMPOBaHBI Ha adpoOHBIe (24), anaspobubie (14) u MukpoaspopuiIsHEIE (2).
Cpenn uccieI0BaBIIMXCS BUIOB HMEIHCh JiBa (2) 4yBCTBUTEIBHBIX K BAHKOMHLMHY 1mTamma E. faecalis v E. faecium.

Kaxplil mraMM TeCTUPOBAJIU B TPEX IOBTOPHOCTAX IPU KOHLIEHTPALUAX OT 8,5x10% 10 2,3 x10'° KOE/30m1-rammon.
JIporcoKeBbIe IPHOKH TECTHPOBAIH B KOHIIEHTPAIHH 0Koyo 107 KJICTOK Ha 30HI-TaMIIOH. B HCCIEIOBAHHH HCIIONE30BANIA
MIOJIOXKUTENBbHBIA U OTPUIATENBHBIA KOHTPOIH. B yCcIoBHsAX MCCIemoBaHMS A BCEX M30ISTOB OBLIH ITOTYUCHBI PE3yIbTaThl
«vanA OTPULIATEJIBHBIN (vanA NEGATIVE)» u «vanB OTPULIATEJIbHBIN (vanB NEGATIVE)». Ananuruyeckas
crnerduuHOCTh cocTaBuaa 100 %.
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19. AHanuTu4yeckas YyBCTBUTENbLHOCTb

BbUIH BBINOIHEHB! HCCIIEAOBAHUS 110 ONPEACNICHUIO 95 % NOBEPUTEIBHOTO HHTEPBAIa aHATUTHYECKOTO [OpOra 0OHApyKeHUs
(LoD) Enterococcus faecium (vanA) u Enterococcus faecalis (vanB), pa3BenieHHBIX B (hEKaILHOM MaTepHalic YeIOBEUCCKOTO
MIPOUCXOXKICHUS, It TecTa Xpert vanA/vanB. OekanpHbIi MaTepHa MpeICcTaBIIsul cO00H aBTOKIABUPOBAHHBIC KHUIKHE
(exanuy denoBeka (OTpUIATENBHBIE Ha vanA U Ha vanB 1o pesynbsraram tecta Xpert vanA/vanB), pa3Benennsie Tpuc-0ydepom
B cootHomeHnu 1:10. [Topor oOHapyXeHUs Onpenessics Kak HauMEHbIIIee KOIM4ecTBO KojoHneoopasyronmx eannun (KOE) na
30H/-TAMIIOH B MOJOXHUTEIBHOM 00pas3le, KOTOPBIl MOXKHO BOCIIPOU3BOAUMO OTIAMYUTH OT OTPHUIATENBLHOro obpasua ¢ 95 %
JIOBEPUTEIIbHBIM HHTEPBAJIOM.

Ipu onpeneneHny aHATUTHIECKOTO TTOPOTra 0OHAPYKEHHSI TECTHPOBAHIE BHIMOIHSIIN B 4—10 MOBTOPHOCTSIX Ha KaXJ0€
pasBeneHue. s IOATBEPXKACHUS TTOpora oOHapyKeHHs 00pasel], coleprKallinii MUKPOOPIaHU3MBI B KOHIICHTPAIIUK Ha YPOBHE
YCTaHOBJIEHHOTO IOpora 0OHapyXeHus, uccienoBaid B 20 MOBTOPHOCTAX.

B ycioBusix JaHHOTO HCCiIeoBaHUS ITOPOr oOHapyXeHHs Tecta Xpert vanA/vanB mipu ucclieoBaHUH MaTepHaa, KOTOPBIi
HMHTHPOBAJT 00pa3ell, MOoIyIeHHBIH IyTeM peKTanbHoro cockoba, cocrasui 37 KOE mis vanA n 112 KOE nns vanB.

20. CybcTaHuuKu, npensaTcTBYOWME NPOBEeAEeHUIO aHanusa

HW3ydanack BO3MOXXHOCTb BIIMSIHUS Ha pe3yNbTaThl Tecta Xpert vanA/vanB mecTHaanaTi S9K30T€HHBIX CyOCTaHIMH, KOTOpbIe
MOryT 0OHApYXHUBaThCsl WM TIPUCYTCTBOBATH B (pekanmsx. [IprMensBIIrecs B NCCIIENOBAaHUY CyOCTaHIIMN IPECTaBICHBI B
tabmuue 1. Hu ogna u3 16 nmpuMeHsBIIMXCS cyOCTaHIMI He OKa3bIBaJla OOHApYKMMOTO BIIMSHHS Ha pe3y/bTaThl TECTa B
oTHomeHNH vanA. OIHAKO J[Be U3 NIECTHAAATH YK30T€HHBIX CyOCTaHIMH, KpeM ruapokopTu3oHa (1 % ruapoKopTH30H) U
npenapar Pepto-Bismol® (1-5 % cybcanuuuinar BUCMyTa), IOTCHIIMAIBHO CIIOCOOHBI BIUATH Ha PE3yJIbTaThl TECTA B
OTHOILLICHUH vanB. B uccnenoBanuy 1Mo OLEHKE BIMSHHS B MPUCYTCTBUU KpeMa T'HAPOKOPTU30HA U mpenapara Pepto-Bismol®
3Ha4eHus1 Ct OBUTH HECKOJIBKO BBIIIE, IT0 CPABHEHHIO ¢ Oy(hepoM, UCIIONB30BABIIMMCS B KaUeCTBE KOHTPOJIS.

Tabnuua 4. Cy6cTaHuuK, NpMMEeHABLUNECA B UCCIIeA0BaHUM MO OLeHKe BNUSHUSA Ha pe3ynbTaTbl
Tecta Xpert vanA/vanB

Cy6cTaHuums Cy6cTaHuuma

LlensHas kpoBb, Karolinska University Hospital BasenuH, Unilever

MyuuH (cBuHoOI), Sigma Dulcolax®, Boehringer Ingelheim Pharmaceuticals

Kaopectate®, Chattem Candetkmn Preparation H®, Wyeth Consumer Healthcare

Immodium®, McNeil-PPC BankomuuuH, Fluka

Fleet®, CB Fleet Company MeTpoHuaason, Actavis

dekanbHble xupbl, Karolinska University Hospital Anusol® Plus TM, Warner-Lambert Company

K-Y JeIIy/GeIée®, McNeil-PPC KoHueHTpaT 6apus cynbdata Ans NpuroToBneHUsi CycrneHsum
E-Z-HDTM, E-Z-EM Canada

Kpem rugpokoptusoHa, Longs Drugs? Pepto-Bismol®, Proctor & Gamble?

2B nccnegoBaHUM No oueHke BNnsiHWA 3HadeHns Ct Bbiniv HECKOMbKO Bbille, N0 CpaBHEHMIO ¢ Bydepom, MCnonb3oBaBLUMMCS B
KayeCTBe KOHTpOnA.

Xpert® vanA/vanB 15
301-0188-RU Pen. F mapt 2023 .



Xpert® vanA/vanB

21.

CnpaBo4Has nutepaTypa

1.

National Nosocomial Infections Surveillance (NNIS) System Report, data summary from January 1992 to June 2004, issued
October 2004. Am J Infect Control. 2004; 32:470-485.

Centers for Disease Control and Prevention. Biosafety in microbiological and biomedical laboratories. Richmond JY and
McKinney RW (eds) (1993). HHS Publication number (CDC) 93-8395.

Clinical and Laboratory Standards Institute (formerly National Committee for Clinical Laboratory Standards). Protection of
laboratory workers from occupationally acquired infections; Approved Guideline. Document M29 (refer to latest edition).

Stinear TP, Olden DC, Johnson PD, Davies JK, Grayson ML. Enterococcal vanB Resistance Locus in Anaerobic Bacteria in
Human Feces. The Lancet. 2001. 357:855-856.

Ballard SA, Grabsch EA, Johnson PDR, Grayson ML. Comparison of Three PCR Primer Sets for Identification of vanB
Gene Carriage in Feces and Correlation with Carriage of Vancomycin-Resistant Enterococci: Interference by vanB-
Containing Anaerobic Bacilli. Antimicrob Agents and Chemother. 2005. 49(1): 77-81.

Domingo M.-C, Huletsky A, Bernal A, Giroux A, Boudreau DK, Picard FJ, Bergeron MG. Characterization of a Tn5382-like
Transposon Containing the vanB2 Gene Cluster in a Clostridium Strain Isolated from Human Faeces. Journal of
Antimicrobial Chemotherapy. 2005. 55(4):466-74.

REGULATION (EO) No 1272/2008 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 December
2008 on the classification labeling and packaging of substances and mixtures amending and repealing. List of Precautionary
Statements, Directives 67/548/EEC and 1999/EC (amending Regulations (EO) No 1907/2007)

Occupational Safety and Health Standards, Hazard Communication, Toxic and Hazard Substances (March 26, 2012) (29
C.FR, pt. 1910, subpt. Z).

16

Xpert® vanA/vanB
301-0188-RU Pen. F mapt 2023 1.



Xpert® vanA/vanB

22. PacnonoxeHue wTad-kBapTUpbI Kopnopauun Cepheid

FlonoBHoM oduc

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
CoeaunHeHHble WTtaTbl AMepukn

TenecdboH: + 1 408 541 4191
dakc: + 1408 541 4192

www.cepheid.com

23. TexHuuYecKasa nognepxka

EBponenckun oduc

Cepheid Europe SAS

Vira Solelh

81470 Maurens-Scopont
DdpaHums

TenedoH: + 33 563 825 300
dakc: + 33 563 825 301

www.cepheidinternational.com

[Mpesxne yem obpammarscs B ciryk0y TexHHIecKoil moxaaepkku kommnanun Cepheid, MoAroToBETe CIEAYIONIYI0 HHMOPMAIHIO:

. Haszpanue usnenus

. Howmep naptun

. Cepuiinblii HoMep npudopa

. Coobmmenns 06 ommoKax (ecian IMEIoTCs)

. Bepcust nporpaMMHOro obecredeHus 1, NP1 HaJIMYUH, CEPBUCHBII HOMEP KOMIIbIOTEpa

KoHTakTHas nHcgpopmaums
CoeavHeHHble WtaTtel AMepukm
TenedoH: + 1 888 838 3222

AJpec 3neKTPOHHOM NOYThI:
techsupport@cepheid.com

®dpaHuns
TenedoH: + 33 563 825 319

AOpec 3neKTPOHHOM NOYThI:
support@cepheideurope.com

KonTaktHas nabopmarus Bcex 0UCOB CITy:KObI TeXHUUECKOH nonepxkku koMmnannu Cepheid mocTtymnHa Ha HamreM BeO-caiite:

www.cepheid.com/en/CustomerSupport.
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24. YcnoBHble 0603Ha4YeHus
CumBon 3HayeHue
KatanoxHbln Homep
VD MenouumHckoe usgenve ong AMarHoCTUKW in Vitro
@ He ucnonb3oBaTtb NOBTOPHO
LOT Kog napTum
Uﬂ O6paTnTech K MHCTPYKLUM NO MPUMEHEHMIO
A OcTopoxHo!
C € Mapka CE — EBponeickoe cOOTBETCTBME
| CH |REP| |YnonHomoueHHbIi npeacTasuTens B Lselilapun
@ WmnopTep
‘ MpownssoguTenb
@l CtpaHa-n3rotoBuTens
W Copepxumoro 4oCTaTodHO Ansi NPoBeAeHUs <n> TeCTOB
CONTROL || KoHTponb
g Cpok rogHocTu
Jﬂf TemnepaTypHble OrpaHNyYeHust
@ Bronoruyeckas onacHocTb
@ MpepocTepexeHne
18 Xpert® vanA/vanB
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Cepheid AB
Rontgenvigen 5
SE-171 54 Solna
Sweden (LIBemms)

Hzrorosaeno B llIBennu

CH |REP

Cepheid Switzerland GmbH
Zircherstrasse 66

Postfach 124, Thalwil
CH-8800

Switzerland

®

Cepheid Switzerland GmbH
Ziircherstrasse 66

Postfach 124, Thalwil
CH-8800

Switzerland

C €[
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