GeneXpert.

Powered By = CEPHEID INNOVATION

Xpert® GBS

REF| GXGBS-100N-10

UHCTPYKUMS NO NPUMEHEHUIO

Habop peareHToB Ansa onpeaeneHuns Rapid intrapartum GBS
(cTpenTokokka rpynnbl B) Xpert GBS

This document is a translation of the English document 300-8907, Rev. H.

[aHHaa MHCTPYKUMA NO NPUMEHEHMIO NpeacTaBnseT cobon nepesog C
aHITIMACKOro A3blka MHCTPYKLUMK Nno npumeHeHuto 300-8907, pen. H.

//Cephem

Me.EI,MLI,MHCKoe mn3geruve c € IVD
ANA ANMarHocTukm in vitro 300-8907-RU-RU, Pea. M 2024-04 r.




Trademark, Patents and Copyright Statements

Cepheid®, the Cepheid logo, GeneXpert® and Xpert® are trademarks of Cepheid.

KWIK-STIK™ is a trademark of Microbiologics, Inc.

THE PURCHASE OF THIS PRODUCT CONVEYS TO THE BUYER THE NON-
TRANSFERABLE RIGHT TO USE IT INACCORDANCE WITH THIS PACKAGE
INSERT. NO OTHER RIGHTS ARE CONVEYED EXPRESSLY, BY IMPLICATION
OR BY ESTOPPEL. FURTHERMORE, NO RIGHTS FOR RESALE ARE
CONFERRED WITH THE PURCHASE OF THIS PRODUCT.

© 2018-2024 Cepheid. All rights reserved.

3aaBneHus o TOBAPHbLIX 3HaKaX, NaTeHTax n aBTOPCKOM npaBe

Cepheid®, norotun Cepheid, GeneXpert® n Xpert® SIBMATCS TOBApPHbIMU 3HaKaMu
komnaHum Cepheid.

™ . . .
KWIK-STIK ~ aBnsieTca ToBapHbIM 3HakoM Microbiologics, Inc.

B PE3YIILTATE NPNOBPETEHUA OAHHOIO MNMPOOYKTA MNOKYTIATE/b
NMONYYAET HE NOANEXALLEE MNMEPEOAYE NMPABO HA NCIMOJNb3OBAHNE
MPOOYKTA B COOTBETCTBWM C HACTOALWEN MHCTPYKUMEW NO
NMPNMEHEHWIO. HUKAKWE UHBIE MNMPABA HE MNMPEOOCTABNAKOTCA HU B
ABHOWN, HX B MOOPA3YMEBAEMOW ®OPME UN B CNYYAE NULWEHNSA
MPABA BO3PAXXEHWA. KPOME TOrO, OAHHbLIV NPOOYKT MPUOBPETAETCH
BE3 MNMPABA HA MNEPEMNPOOAXY.

© 2018-2024 Cepheid. Bce npaBa 3alyymLLEHDI.

‘ EC[REP

Cepheid Cepheid Europe SAS
904 Caribbean Drive Vira Solelh
Sunnyvale, CA 94089 81470 Maurens-Scopont

USA ®paHums



Xpert® GBS

MeauuuHCKOE U3AeINUe i1 JUAarHOCTHKH in Vitro

1 ®PupmeHHOe Ha3BaHue
Xpert® GBS
2 O6wenpuHATOE Ha3BaHUue

Ha6op pearentoB mist onpenenenust Rapid intrapartum GBS (cTpenTokokka rpymnisl
B) Xpert GBS (nanee no tekcty Tect Xpert GBS)

3 Has3HaueHMme

Tect Xpert GBS, BeinonHsIeMbIil Ha cUCTEME GeneXpert® Dx, npencraBnseT coOoi
Ka4eCTBEHHBIM AUArHOCTUYECKUM TECT in vitro /s oOHapyxeHus JJHK
ctpentokokka rpymmsl B (CI'b) B 00pa3uax, noiy4eHHbIX MyTeM BaruHajIbHOTO-
PEKTaJIBHOTO COCKO0a, MOCPEACTBOM MOJTHOCThIO aBTOMATU3HPOBAHHOM
nonuMepasnoi nennoi peakuuu (I1LP) B peanbHOM Bpemenu ¢ (payopeciieHTHON
nerekrued ammmndunupoBannon JTHK. Tect Xpert GBS npennaznauen ais
OBICTPOTO OOHAPYKEHUS KOJIOHU3ALUU CTPENTOKOKKAaMU IpyIbl B y xKeHIuH B
JIOPOJIOBOM TIEPUOIE U BO BPEMSI POJOB.

* BrpinongHeHne CKpUHUHTA BO BpeMsi pojIoB IpH nomolnu tecta Xpert GBS ne
JOJKHO MPENsITCTBOBATh IPUMEHEHHUIO JIPYTUX CTpaTeruil (Hanpumep,
TECTUPOBAHUS B 10po/1oBoM niepuose). Pesynbsrarel Tecta Xpert GBS,
MOJTy4E€HHBIE B TIEPHOJ POJIOB, TOMOTAIOT BBISIBUTH MAIIHEHTOK, KOTOPHIM
He00X0/IMMa aHTUOMOTUKOPO(UIAKTUKA BO BPEMS POJIOB, U U30€XKATh 3a1€PKKU
BHYTPUBEHHOT'O BBEICHHSI aHTUOMOTUKOB B O’KHUJIAHUU PE3YIBTATOB.

* Tecr Xpert GBS He gaet pe3ynpTaroB, IPUTOAHBIX JJIs1 OIPEACICHHUS
YyBCTBUTENBHOCTHU. JlJI ompe/ieieHrsi 4yBCTBUTEILHOCTH K aHTUOMOTUKAM, YTO
PEKOMEHIOBAHO JIsl KEHIIUH C aJljieprueil Ha aHTHOUOTUKY NMEHUIIUIIMHOBOTO
psna, TpeOyeTcsl IOTyUYEHUE U30JISITOB KyJIbTYpalbHbIM METOJIOM.

4 KpaTKVIe cBeageHus n pa3bsaACHeHUs

bakrepuanbHas nHdpeKMs, BbI3BaHHas cTpenTtokokkamu rpymmsl B (CI'b),
MpeACTaBIsieT co00H cephe3HOe 3a00IeBaHNe Y HOBOPOXKACHHBIX JACTCH JKEHIIWH,
KOJIOHM3UPOBAHHBIX 3TUM MUKpoopranu3moM. Ilepenaya CI'b oT KOIOHU3UPOBaHHBIX
KEHIIUH K HOBOPOXKJICHHBIM ITPOUCXOIUT KaK B JOPOJOBOM IIEPUOJE, TaK U BO BpEMs
ponoB. B CIIIA CI'b-undexius sSBIs€TCS OCHOBHON NMPUYMHON THOen
HOBOPOXIEHHBIX, Y KOTOPBIX Pa3BUBAETCS CEIICUC, THEBMOHUS WU MeHuHruT, 23

B nactosimee BpeMs cranaapToM noaxoaoM k npodunakrtuke CI'b-unpexkunn y
HOBOPOJKJEHHBIX SIBIISIETCS] CKPUHUHT Ha 35-37 Henenssx OepeMEeHHOCTH IS
BoIsiBNIeHUS! CI'b-kononu3amnmu y 6epeMeHHbIX JKeHIKH.” B GOBIINHCTBE Clly4yaeB
tectupoBanue Ha CI'b B 10po10BOM NeEpHOAE BBIMOIHAETCS KYJIBTYPAIbHBIM
METOJIOM, M, KaK IPAaBWIO, OXKUAAHUE PE3YJIbTATOB 3aHUMAET OT JBYX JO TPEX AHEH.
Takne cpokH aleKBaTHBI IS [TOJIYYEHHUs] PE3YJBbTATOB KYJIBTYPAIBHOIO UCCIIEIOBAHHUS
Ha CI'b y GonbpIIMHCTBA KEHIIWH B TOPOJAOBOM IMEPHUOJIE; OHAKO B HEKOTOPHIX
CIIy4asx y >KCHIIHH MOXET OTCYTCTBOBaTh pe3ynbrar uccienoBanus Ha CI'b k Havamy
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ponoB. B tecte Xpert GBS, paspadorannom kommnanueit Cepheid ais
HenocpenacTBeHHoro ooHapykenusi CI'b B oOpasnax, mosy4eHHbIX MyTeM
BarMHAJIBHOTO M PEKTAJIBLHOTO COCKO0A, pe3yabTaThl BRIAAIOTCS MpUMepHO depe3 S50
MHHYT WJIH MEHEE IOCJIe Hayaja TECTUPOBAHUS.

Ecnu x nawany pogos craryc CI'b-kosioHM3aIiuu HEM3BECTEH, MOAXO0/1, OCHOBAaHHBII
Ha OIICHKE PUCKOB, MeHee YPPEKTUBEH /IS BBISIBICHUS KOJIOHU3UPOBAHHBIX KEHIINH,
YeM CKPUHUHT B JJOPOAOBOM IEPUOJIEC, 1 HEBO3MOKHO BBINOJHUTH TECTUPOBAHHUE HA
YyBCTBUTEJIIBHOCTh K AHTUOMOTHKAM Y JKEHIIUH C ajleprueil Ha aHTUOUOTUKU
NEHUIMUTMHOBOTO psifa. JUIst )KEeHIMH, KOTOPbIE HE MPOIIH JOPOJOBOIO
HaOJIOACHMS, PO KOTOPBIX HACTYIIUIIU MPEXKIEBPEMEHHO WM PE3Yy/IbTaThl TECTA HA
CI'b y KOTOpBIX HEM3BECTHBI, TECTUPOBAHUE BO BPEMsI POJAOB MOXKET 00E€CIIEUUTh
CBOEBPEMEHHOE MOJyYEHHUE PE3YNIBTAaTOB, YTOObI, IPU HEOOXOAUMOCTH, HAYaTh
BBEJICHUE aHTUOMOTUKOB JI0 pOXKJIeHUs pedeHka. [IpocToii B mpuMEeHEHUH TeCT Xpert
GBS M0HO BBIMOTHATE B JIF0OOE BpeMsl THS U B JT1000H TeHb Heaeau. Bo3MoKHBIM
BJIMSIHUEM T€CTUPOBAHUS B IEPUOJ POJOB SIBISETCS YMEHBLICHUE YKCIIA CIIy4YacB
HElEeIeco00pa3HOro NPUMEHEHHUS] aHTUOMOTHUKOB Y JKEHIINH, HE UMEIOIIUX JIPYTUX
MOKa3aHUI K IPOBEJICHUIO0 aHTHOUOTHKOMIPO(PIIIAKTHKY, U 00ecTieueHre aIeKBaTHBIM
nedenueMm xeHirH ¢ CI'b-komoHu3anuei, 4To NpuBeaeT K CHUXKEHHUIO PUCKaA CEercuca
WJI1 MEHUHIUTA HOBOpO)K,Z[eHHLIX.S DddextuBnoe tectupoBanue Ha CI'b
OepeMEHHBIX >KEHIIUH BO BpeMs pooB, ctaryc CI'b-konoHu3anuu y KOTopbIx
HEU3BeCTeH, TpeOyeT ObICTporo cbopa obpasiia U OBICTPOTO MOTYUYCHUS PE3YTHTATOB
JUTSL IPOBEJICHUSI AHTUOMOTUKOMTPO(PUIAKTUKY B PEKOMEHOBAHHBIE CPOKH 10
pOXKIIeHUS peOCHKA.

5 [MpuHUMNbI NpoBegeHUA npoueaypbl

B cucteme GeneXpert Dx 00beAMHEHBI 1 aBTOMAaTHYECKU BBITOIHSIOTCS TAKUE
MpoLIeCChl KaK JIM3UC 00pa3lia, OYUCTKA U aMIUTM(PUKALUS HYKJIEUHOBBIX KUCIOT U
oOHapy’KeHHUE 1EJIEBOM MOCIIE0BATEIIbHOCTH B MPOCTHIX M CIOKHBIX 00pa3lax ¢
WCII0JIb30BAHUEM MOJIMMEPA3ZHOM LEMHON PEaKIUU B PEKUME PEaTbHOTO BPEMEHH H C
obparnoit Tpanckpuniuen (OT-IILP). Cuctema coctout u3 mpudopa,
MEPCOHAIILHOTO KOMITBIOTEPA U MPEAYCTAHOBIEHHOIO MPOTPAMMHOTO 00€CTIeueHus
IUIs aHaliu3a coOpaHHBIX 00Pa3OB U MPOCMOTpa pe3yabraToB. [ist paboTs ¢
cUCTEMOM TpeOyroTCsl OMHOPa30Bbie KapTpuxu GeneXpert, KOTOpbIE CoaepKaT
peaxtussl 1y 1IIP u B koTtopsix npoucxonut [IL[P. [Tockonbky kapTpumku
MIPENICTABISAIOT CO00I 3aMKHYTBIE CUCTEMBI, BEPOSITHOCTh NIEPEKPECTHOM
KOHTaMUHALIMU CBOAUTCA K MUHUMYMY. [loinHOE onrcanue cucTemsl CM. B
pykosoocmee onepamopa cucmemuvl GeneXpert Dx.

PeaktuBnl Tecta Xpert GBS mo3Bonsitor o6HapyxkuBarh 1eneyto JJHK CI'B,
OJTHOBPEMEHHO OTCJICKHBAs yCJIOBUS 00pabOTKU MpU MOMOIIHM KOHTPOJIA 00paboTKu
obpasma (SPC), a Taxke ycnoBus npoxoxkaenust [P u orcyTcTBue nHrnOMpoBaHUs
peakuuu — nocpeacTsoM BHyTpeHHero kKoHTpods (IC). Kontponb 308108
IpeHa3HayeH ISl IPOBEPKH MPaBUIBHOCTH PETUAPATALINY PEAKTUBOB, 3AIIOJIHEHMUS
npobupku 11 mposenenus [11IP B kapTpumxke, IETOCTHOCTH 30HI0B H
cTtabuinbHOCTH Kpacutens. [Ipaiimepst u 3081 Tecta GBS mo3Bonsitor oOHApyKUBaTh
LEJIEBYIO MOCIEN0BATEILHOCTD B npeAenax 3' peruona JJHK, pacnonoxxeHHOro psaom
c redHoM cfb S. agalactiae.

[Tocne cbopa u TpaHCIIOPTUPOBKHK OOpasia Ha 30HIC-TaMIIOHE B JTA0OPATOPHIO JIJIs
BbINOJHEHUs TecTa GeneXpert, 30H-TaMIIOH BBOAUTCS B KapTpumxk Xpert GBS. B
cucteme GeneXpert DX BBITIONHSETCS TOATOTOBKAa 00pasiia myTeM BbIICICHUS
MaTepuaia oopasiia ¢ 30H/1a-TaMIIOHa, TIepeMEIINBaHMs PeakTuBa A o0pasia ¢
koHTposeM SPC (Bacillus globigii B Buie TpaHyIbl, HAXOIAMIEHCS B KapTPUIKE) U
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PEaKTUBOM JJ11 00pabOTKH, 3aXBaTa KJIECTOYHOTO MaTepuaia (GUIbTpoM, JIU3UPOBAHUS
kietok u amrouposanus JJHK. 3arem pactop JIHK cMemmBaercs ¢ cyxumu
peaktuBamu A [ILP 1 nepeHOCUTCSI BO BCTPOEHHYIO PEaKIIMOHHYIO IPOOUPKY st
BbInoaHeHus peakuuu [P B peanbHOM BpeMeHu u oOHapyxeHus. Pe3ynbrarsl
uHTepnpeTupyrores cucteMo GeneXpert DX Ha OCHOBaHWUU W3MEPEHUM
(ITyOpEeCLIEHTHBIX CUTHAJIOB M BCTPOCHHBIX AJITOPUTMOB pacyeTa. Pe3ynprarbl MOXKHO
IIPOCMOTPETH U pacnedarars. [Ipouecc rectupoBanus 3aHuMaeT 0kojao S0 MUHYT
WU MEHBIIIE.

6 PeakTusbl

6.1 KomnnekT noctaBku
Hab6op pearentoB Xpert GBS comepxut peakTuBbl B KOJTUYECTBE, JOCTATOYHOM JIS
aHanu3a 10 moy4eHHBIX OT MAIMEHTOB 00pa3IOB WKW OOPA3IOB ISl KOHTPOJIS
Ka4yecTBa.

B nabop Bxogst:

Kaptpuoxu Xpert GBS co BcTpoeHHbIMU

peakuMOHHbIMU NpPoOOUpKamu 10

* paHynbl 1, 2 n 3 (NMoMNU3MPOBaHHbIE) 1 Kakgoro M3 TMNoB B O4HOM
KapTpuaxe

* PeakTtus 1 3,0 M1 B K&XXOOM KapTpuaxe

* PeakTtus 2 (rmgpokcug HaTpus) 3,0 M B K&XXOAOM KapTpuaxe

KomnakTt-guck 1 B KaXkxgom Habope

« ®ann c onucaHuem Tecta (ADF)

* VIHCTpYyKuus no nmnoptupoBaHuio hbanna ADF
B nporpammMmHoe obecneyeHne GeneXpert

* VIHCTpYKUMS NO NPUMEHEHUIO
MHCTpyKUMsi N0 NPUMEHEHUIo 1 B KaxaoM Habope

MacnopTta 6e3onacHocTu BellecTBa (Safety Data Sheet, SDS) MOXXHO HanTK no
NMpumeyaHune agpecam www.cepheid.com unum www.cepheidinternational.com, Ha Bknaake

NOAAEPXKA (SUPPORT).

[nsa narotoeneHns Bbldbero cbiIBOPOTOYHOrO anbbymuna (BCA), Bxogswiero B
COCTaB rpaHyn AaHHOro u3genns, UCnonb3oBanachb UCKNIOYMTENBHO Niasma KpoBu
BblpaLlleHHbIX B CLUA XMBOTHbIX, B NULLY KOTOPbIX HEe fobaBnanuck 6enku,

MpuMme4vyaHmne nonyyeHHble U3 TKaHEW )XBaYHbIX XKUBOTHBIX, @ Takke Apyrne Genku >XMBOTHOIO
NPOUCXOXOEHUS; BCEX XXUBOTHbIX 06cnenosanu 4o v nocne 3abos. Bo Bpems
NpOM3BOACTBA HE MPOMCXOANIIO CMELLMBAHNA Cbipbs C APYTMMU MaTepuanamm
XXMBOTHOIO NPOUCXOXOEHUS.

7 XpaHeHue n obpalleHue
{2 » Xpanure Habop Xpert GBS npu temneparype 2-28 °C.
g He ucnonp3yiiTe peakTHUBbI WU KaPTPUKHU C UCTEKIIUM CPOKOM TOJTHOCTH.

*  Cpoxk rogHoctu: 18 mecsuen

Xpert® GBS 3
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8 HeobGxoanmble maTepuansl, He BXoasilMe B KOMMNEKT
NnocTaBKU

Cucrema GeneXpert Dx (HoMep 1o KaTanory BappupyeTcs B 3aBUCUMOCTH OT
koHpuryparun): [Ipudop GeneXpert, KOMIbIOTEp, PYYHON CKaHEP IITPUX-KOIOB U
PYKOBOZCTBO OIIEpaTopa

[Ipunrep: eciu HEOOXOAUM MPUHTEDP, OOPATUTECH B CIIYKOYy TEXHUUECKOM
noaaepkku komnanuu Cepheid, 94To0b1 opraHU30BaTh MPUOOpPETEHNE
PEKOMEHJOBAaHHOTO MPUHTEPA.

YerpoiictBo miist coopa o6pasios Cepheid (karanoxubiii Homep 900-0370)

OnHopasoBasi CTepuibHAs MUIETKA JUIs epeHoca (TONIbKO /1711 TOBTOPHOTO
TECTUPOBAHUS)

9 T[llpuobpeTaemMble maTepuanbl, He BXxoaswue B KOMNJEKT
NOCTaBKMU

KWIK-STIK™ (Microbiologics, kat. Ne 8164: 1o oqHOMY — MOJOKUTEIbHBIN
KOHTPOJIb HU3KOTO YPOBHSI, TIOJIOKHUTEIBHBIA KOHTPOJIb CPETHETO YPOBHSA U
MTOJIOKUTETBHBIN KOHTPOJIh BEICOKOTO YPOBHS, COZIEpP KaIIIIit

ctpenTokokku (rpymibl B) u L. acidophilus B kagecTBe oTpHIaTreIbHOTO
KOHTPOJISI)

10 [lMpepynpexaeHUa n Mmepbl NPeAOCTOPOXHOCTHU

[Ipu pabote co Bcemu OMOIOTHUECKHUMH 00pa3liaMu, B TOM YHUCIIE U C
WCIOJIb30BAHHBIMU KapTPUIKaMU, CIIEAYeT CUUTATh UX CIIOCOOHBIMU K MEPEHOCY
BO30ynuTesnei HHPEKIMOHHBIX 3a00seBannii. [10CckoIbKy 4acTO HEBO3MOXKHO
MpeayrajaaTh, 4TO MOXKET MEPEHOCUTh HHGEKITUI0, 0OpAIlIEHHE CO BCEMU
OuonornyeckuMu odpasamu Tpedyer coOmoaeHNs 00X Mep
MPEIOCTOPOKHOCTU. MeToInyecKre peKOMEH IAllMU 110 00paIeHUIo ¢ o0pa3iaMu
npenocrapisitores Llenrpamu koHTposis u ipoduuiaktrky 3adoneBanui CIIIA
(U.S. Centers for Disease Control and Prevention, CDC)® u MuctiTyTOM
KIMHUYECKUX U TabopaTopHbIx cTanaapTo (Clinical and Laboratory Standards
Institute).7

CrnenyiiTe NPUHATHIM B YUPEXKACHUU ITpaBUIaM TEXHUKU 0€30M1aCHOCTH 10 paboTe
C XUMHYECKUMU BELIECTBAMU U O0pAILIEHUIO C OMOJIOTMYECKUMHU 00pa3LiaMHu.

Tect Xpert GBS He naet pe3yabTaToB, NPUTOIHBIX ISl ONIPEACTICHUS
YyBCTBHUTEIIBHOCTH. {7151 ompenenennsi 9yBCTBUTEILHOCTH K aHTHOMOTHKAM, YTO
PEKOMEHIOBAHO JIJIsl )KEHIIMH C aJUIepruei Ha aHTUOUOTUKY TIEHUITUUTHHOBOTO
psaa, TpeOyeTcs OMyUYeHHE U30JISITOB KyJIBTYPaTbHBIM METOIOM.

He otkpeiBaiiTe kphiiiky kaptpuxa Xpert GBS, kpome kak nis jo6aBieHus
oOpasra.

He 3arpyxaiite kapTpuIK, KOTOPBIA YIIAJI, WJIA KOTOPBIM BCTPSIXUBAJIN MOCIIE
BBEJICHHS B HETO 00pasIia.

He oTkpbiBaiiTe KPBIMIKY KapTpUIKa, 3a UCKIIOYCHUEM CTy4aeB MOBTOPHOTO
TECTUPOBAHUS (TOJBKO I U3BJICUCHUS SITIOMPOBAHHOTO 00pasiia U3 KaMephl JIs
oOpa31ia mpu MOMOIITH TTUTICTKH ).

Kaxxnp1it onHopazoBbiii kapTpuk Xpert GBS npumensiercs aiis npoBeaeHus
TOJIBKO OAHOrO TecTa. He ucnomnp3yiiTe yxke NpuMEHsBIIUECS KapTPUIKU
MTOBTOPHO.

Xpert® GBS
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Az -

buonoruueckue o06pasiipl, yCTpOMCTBa JIJIs IEPEHOCA U UCTIOIb30BAHHBIE
KapTPUJIKU CIIEYET CUMUTATh BOSMOXKHBIMU MEPEHOCUYUKAMU BO30YyAUTENEH
MH(EKIMOHHBIX 3a00JIEBaHUM, TTPH OOpaIIEeHUH ¢ HUMH HEOOXOIUMO COOJIIOAaTh
CTaHJapPTHbIE MEPhI IPEJOCTOPOKHOCTH. J{J1s1 MPaBUIBLHOTO YIaJeHHsI B OTXObI
WCIIOJIb30BAHHBIX KapTPUIKEH U HEUCIIOIB30BAHHBIX PEAKTUBOB CIEAYyHTE
MPUHATHIM B BallleM YUPEXKJACHUH MPABUIIAM 3alIUThI OKPYXKAIOIIEH Cpeibl. DTH
MaTepualibl MOI'YT UMETh CBOMCTBAa XUMHUYECKH OIMACHBIX OTXOJ0B U TpeOOBATh
BBITOJIHEHUSI 0COOBIX HAlIMOHAJBHBIX WIIM PETHOHATIBHBIX MPOLEAYD YAAICHUS B
oTxofbl. Ecniy mpuHSTHIe B CTpaHE WM PETUOHE TIPaBUIIa HE JAIOT SICHBIX
YKa3aHHUH 10 IPABUIBHOMY YIAJICHUIO B OTXO/IbI, OMOJIOTUYECKHE 00pa3Ilbl U
MCIIOJIb30BAHHBIE KAPTPUIKH CIIEAYET YAAIATh B OTXO/bI C COOIIONEHUEM MPABUI
BO3 (BcemupHo# opranu3alidu 31paBOOXPaHEHHs) OTHOCUTENIBHO 0OpaIlleHUsI C
MEIUIIMTHCKUMHU OTXOJaMH M UX yIaJICHHUS.

Xpanute Habop Xpert GBS npu Temneparype 2-28 °C.

11 CO6op, TpaHCNOpTUPOBKaA U XpaHeHUe obpa3uoB

A JIyist mostyyeHus HaJIekalero oopasiia TIIaTeNIbHO CIIeyHTe HHCTPYKIUSAM JIaHHOTO
paszaena.

[Tpu momoru ycrpoiictsa ais coopa obpasioB Cepheid nmonyuure oOpasiibl, cleays
pexomenaaiusmM CDC.: HeoOxoqumMo mpuaepKUBaThCs CIASAYIONMIEH MPOIeayPhI:

l.
2.

12 OnacHble xumnyeckme akTopbl

VYnanuTe U3MUIIKN CEKPETa WIIA BBIJCICHUN.
N3BnexkuTe 006a 30HAa-TaMIIOHA C METKaMU U3 TPAHCIIOPTUPOBOYHOTO KOHTEWHEpA.

AKKypaTHO BBeIuTe 00a 30Ha-TaMIIOHa ¢ METKaMH BO BJIAarajuile MalueHTKH.
BosbmuTte 06paser BelieIeHU U3 CIM3UCTON HIDKHEH TPETH YacTH BJIarajuiia.
TpoekpaTHO BHIMOIHUTE BpalllaTeNIbHbIE ABMXKCHUSI 30HIaMU-TaMIIOHAMU, YTOObI
o0ecreynTsh paBHOMEPHBIN cOop 00paslia Ha 00a 30HJa-TaMIIOHA.

AKKypaTHO BBEIHUTE ITH )K€ 30H/IbI-TAMIIOHBI B AHAJIbHOE OTBEPCTHE HA TIIyOUHY
OKOJIO 2,5 CM OT aHaJIbHOTO C(PUHKTEPA U aKKYPaTHO BPAIIAMTe 30H/IbI-TAMIIOHBI
VIS TIOJTy4eHHs o0pa3lia u3 MOPraHUeBbIX KPUIIT.

[TomecTuTe 06a 30HAa-TaMIIOHA C METKAMU B KOHTEHHED JJI TPAHCTIOPTUPOBKH.

Ecnm oOpasier OymyT 00paboTaHbl B TeUeHHE 24 9aCOB, XpPaHUTE UX TIPH
KOMHATHOI Temneparype. Eciu TectupoBanue 006pas3ioB Oy/ieT BHIIOTHEHO
N03/1HEEe, YeM uepes 24 yaca, XpaHUTE UX B YCIOBUAX OXJIAKIEHUS 10
tectupoBanusi. OOpasiipl, XpaHsuecs npu remmeparype 2—8 °C coxpaHsioT
CTaOMJIBHOCTD JI0 LIECTU AHEH.

10,11

Cumou onacHoctu CI'C OOH:

CurnansHoe cioo: [IPEJJIOCTEPEXXEHUE @
3asBiaenus 00 onacuoctu CI'C OOH

* Bpenno npu nporiarbiBAHUU

*  BbI3BIBacT pazapakeHUe KOKHU

*  BbI3BIBacT CEPhE3HOE pa3APAKEHUE IV1a3

Mepbl IpeIoCcTOPOKHOCTH

* IIpopunakruxa

° ITocne ncnonb30BaHUs THIATSIIBHO BHIMbBITD.

Xpert® GBS
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® He IMPUHUMATh ITUITY, HC IIUTh U HC KYPUTH B IIPOLUCCCC NUCIIOJIb30BAHUA
9TOI'0 IPOAYKTa.

* U306erars momasanus B OKPY>KAIOIIYIO CPEY.

* Ilonmp3oBaThcs 3alIUTHBIMU ITEpYATKAMU, 3aIIIUTHOM OJIEKI0M, CpEICTBAMU
3aIlUTHI [J1a3/JIHLA.

* PearupoBanue

« JIPU ITONTAJJAHUUN HA KOXY: ITpoMbITH OOJIBIINM KOJTUYECTBOM
BOJIbI C MBUIOM.

*  CHATh 3arpsA3HEHHYIO OJICK/1Y U BBICTUPATh €€ Nepe] IOBTOPHBIM
HCIIOJIb30BAaHUEM.

* Tpebyercs crienuanbHOE JIEUEHUE; CM. TOTIOJIHUTENbHYI0 HHPOPMALIHIO O
II€PBOU MTOMOILIHU.

* Ilpu pazgpaxkenun koxu: OOpaTUTHCS 32 MEAUIIMHCKOW KOHCYJIbTalen/
IOMOUIBIO.

* [P ITOITAJAHHNU B I'JTA3A: OCTOPOKHO IPOMBITH BOAOW B TEUECHHE
HECKOJIBKUX MUHYT. CHATh KOHTAKTHBIE JIMH3bI, €CIIU Bbl UMU
HOJIb3YETECH, U €CJIM 3TO JIETKO cAeaTh. [Ipo1oKuTh NIpOMbIBaHUE.

*  Ecnm pazapakenne a3 He mpoxoauT: OOpaTUThCS 32 METUITMHCKOM
KOHCYJIbTAI[MEI/TTIOMOIIBIO.

« [IPU ITPUEME BHYTPb: IIpu mioxoM camo4yBCTBUM HEMEIJIEHHO
o6parutbes B TOKCUKOJIOTMYECKUIA IIEHTP wnu k Bpauy-
CHEIUATNCTY/TEpareBTy.

» IIpomnonockats poT.
* XpaHeHue/ynajeHue B OTXOAbI

*  VYhaneHue B OTXO/bI COAEPKUMOI0 W/UITU Taphl JOJKHO OCYIIECTBIIATHCS B
COOTBETCTBUU C MECTHBIMH, PETHOHAIBHBIMH, TOCYAaPCTBEHHBIMU H/HITN
MEXKIYHApPOJHBIMA HOPMAMMU.

13 Tlpouepypa

13.1 lNopgroTtoBKa KapTpuaxa

BaxHo

I TecTt crieayet Ha4yaTb He no3gHee 4YeM 4Hepe3 30 MUHYT Nnocrie BBeaeHus

" obpasua B KapTpUOX.

NMpumeyaHue

[lna TecTMpoBaHus Hy)XXeH TONbKO OAWH 30HA-TaMMOH. BTopon 30HA-TaMnoH
ABNSIETCA 3anacHbIM U MOXET ObITb MCNONb30BaH AN onpeaeneHns
YYBCTBUTESNBHOCTU K aHTUBMoTUKaM. [na onpeneneHnst YyBCTBUTENbHOCTHU K
aHTMOMOTMKaM, YTO PEKOMEHAOBAHO ANs1 XKEHLUMH C annepruen Ha aHTUBUOTUKN
NEHUUMNNMHOBOTIO psaaa, TpebyeTcs nonyyYeHne N3onsaToB KynbTypanbHbIM
MeToaoM. He BHocuTe 2 TaMnoHa B OOVH KapTpuax.

[Topsimokx BHeceHus: oOpasna B kKapTpumk (Xpert GBS):

l.
2.
3.

N3Bneknure KapTpUIK U3 YITAKOBKHU.
OTKpo#TE KPBIIKY KapTpUIXKA.

N3Bneknure 30HAbI-TAMIIOHBI C METKaMU U3 KOHTEHHEpPA. AKKYpaTHO,
BpallaTeIbHbIMU ABMKEHUSIMU, 000TpUTE

30H/IBI-TAMITOHBI OJIUH 00 IPYTO# AJI1 paBHOMEPHOTO paciipeesieHus oopasiia Ha
000X 30HaX-TaMIIOHAX.

Xpert® GBS
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BBeauTe oquH 30HI-TaMITOH B Kamepy M1 oOpasia kaptpumka Xpert GBS. Cwm.
Pucynok 1.

° He BBOUTE 00a 30HAAa-TaMIIOHAa B KapTPpHUIK.

*  Bropoii 30HA-TaMIIOH ClIeTyeT IOMECTUTh B MPOOUPKY JJist cOopa/
TPAHCIIOPTUPOBKHU U OCTABUTH JJIs MOCIEIYIOLIETO ONpEAeIeHuUs
YYBCTBUTEJIIBHOCTU K aHTUOMOTHKAM B MUKPOOUOJIOrMYeCKO 1aboparopun
IIPU MOTyYEHUH MOJIOKUTENbHOTO pesyibrata Ha CI'b. J{ns onpenenenus
YyBCTBUTEIPHOCTH K AHTHOMOTUKAM, YTO PEKOMEH IOBAHO JIJIS )KCHIIMH C
ajuiepruei Ha aHTUOMOTUKY NMEHULIUJUTMHOBOTO psijia, TpeOyeTcs MoydeHue
U30JIATOB KYJIBTYPaJIbHBIM METOIOM.

HpI/IHOI[HI/IMI/ITC 30HO-TaMIIOH TaKUM 06p330M, YTOOBI YCTAaHOBUTHb MCTKY AJIA
HaJJIOMa Ha YPOBHC BBICMKHM.

HepeHOMI/ITG 30HA-TaMIIOH, PC3KUM JABUKCHHNEM HAKJIOHUB €TO CTCPIKCHD BIIPABO.

3aKkpoMTE KPBILIKY KapTpHJIKa.

Kamepa ans
obGpasua
(6onbwoe
oTBepcTue)

PucyHok 1. KapTtpuax Xpert GBS (Bua ceepxy)

13.2 3anyck TecTa
B nmanHOM paszgene nepednucisroTCs OCHOBHBIE AEUCTBUS MIPU BBIMOJIHEHUH TECTA.
[TonpoOHBIE MHCTPYKIIMK CM. B pykogoocmee onepamopa cucmemsl GeneXpert Dx.

1.

Bxmrounte npudop GeneXpert Dx u 3ateM komnbrotep. [IporpamMmmuoe
obecneuenne GeneXpert 3aIyCTUTCSI aBTOMATUYECKHU.

Boiinute B nporpamMmmHoe obecnieuenue cucrembl GeneXpert Dx co cBouM nuMeHem
I0JIB30BATENS U MTAPOJIEM.

B oxne cucremsl GeneXpert Dx menkaure «Co3aatb aHanu3y (Create Test).
OTtkpoeTcs 1uanoroBoe okHO «CKaHUPOBATh MITPUX-KOJ KapTpuixka» (Scan
Cartridge Barcode).

[Tpockanupyiite mTpux-koa Ha kaprpuke Xpert GBS. OTkpoercst okHO
«Co3narp ananu3» (Create Test). Ha ocnHoBe nHpopMaiuu, CHuTaHHOMN CO HITPUX-
KOJ1a, MPOTPaMMHBIM 00€CIIEUEHHEM aBTOMATUYECKH 3alIOJHAIOTCS CIEAYIOIINE
nosist: «BeiOpath TecT» (Select Assay), «ID nmaptuu peaktuBa» (Reagent Lot ID),
«C/H xaprpumxkay» (Cartridge SN) n «Cpoxk rogaocti» (Expiration Date).

Jlia 3anonnenus nois «ID obpasua» (Sample ID) orckanupyiite uiam BBEAUTE
BPYUHYIO HICHTU(PUKAIIMOHHBIA HOMEp 00pa3ua. YI0CTOBEphTECH B
MPaBUILHOCTH BBEJIEHHOTO BPYYHYIO HACHTH(PUKAIIMOHHOTO HOMEepa oOpasua. «ID
obpasma» (Sample ID) cBsi3bpIBaeTCs ¢ pe3ynbraTaMyu TECTA U YKa3bIBAETCS B OKHE
«IIpocmotpets pesyasrate» (View Results) u Bo Bcex oTuerax.

[lenxuute «HavaTtb aHanu3y (Start Test). B orkpriBinemes Ha dxpaHe
JINAJIOTOBOM OKHE BBEJIUTE 1aPOJib.

Xpert® GBS 7
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7.

NMpumeyaHue

10.

OTkpoiite 1BepIy MOAYJIs IPUOOpa C MUTAOLIUM 3€JIEHBIM UHIUKATOPOM U
3arpy3uTe KapTpUIK.

3akpoiite asepiry. [locie 3Toro HauMHaETCS aHANW3, U 3eJIeHass HHIUKATOpHAas
JlaMIIa repecTaeT Murarh. [1o 3aBepiiieHnun nmporecca aHainu3a HHIUKaTOpHas
JIaMIIa BBIKJTFOYAETCSI.

ITepen OTKpBITHEM MOJYJIS U U3BICUCHUEM KapTPHIKA TOKIUTECh
Pa30I0KUPOBAHUS CHCTEMOM 3aMKa JIBEPIIHI.

Mpwn KpanHen HeobxoanmocTn antaTt obpasua MOXHO U3BMEYb U3 KaMmepbl 45
obpasua kapTpugxa npy NOMOLLM NUMNETKN ANA NepeHoca. IoaT MOXET CIY>XUTb
pes3epBHbIM MaTepranom Npu onpeaeneHnm 4yBCTBUTENbHOCTU K aHTMOMOTUKaM B
MUKpobuonornyeckon naboparopun ¢ UCNosib30BaHNEM BTOPOro 30HAA-TaMnoHa ¢
obpasuom Ton e nauneHTkn. Micnonb3oBaHne obpasua, obpaboTtaHHOro
peakTnsom 1 Tecta Xpert GBS, ¢ Lenblo KynsTMBMPOBAHUSA MUKPOOPraHN3MOB He
Banuaunposanock. Jlabopatopun JOMKHBLI BanManpoBaTb NPUMeEHsiEMble
npouenypbl KynsTMBMPOBaHNUSA NMMOO MCNONb30BaTb BTOPOW 30HA-TaMMOH

ANa naeHTUUKaLmm MMKPOOPraHNM3MoB KyrnbTyparnbHbIM METOAOM U onpeaeneHus
YyBCTBUTENbHOCTU K aHTUOMOTUKaM.

VYnansiiTe B 0TX0/1bl HCIOJIB30BAHHBIE KAPTPUKHU B MOAXOASIINE KOHTEHHEPHI IS
cOopa 0Tx0/10B 00pa3lOB COMIACHO CTaHAAPTHBIM MpaBUiaM, IPUHITHIM B BallleM
yupexaenun. Cm. Paznen 10, IIpenynpexxaeHust u Mepbl IpeI0CTOPOKHOCTH.

14 TlpocmoTp U nevyaTtb pe3ynbLTaToB

[TonpoOHbIE HHCTPYKIIMK O TPOCMOTPE U MEYaTH PE3yIbTaTOB MPUBEACHHI B
pyKosoocmee onepamopa cucmemol GeneXpert Dx.

15 KoHTponb KayecTBa

B kaxxmom TecTe ucnonp3yeTcs KOHTPOIb 00paboTku obpasia (Sample Processing
Control, SPC) u xonTposb 30H710B (Probe Check, PCC).

Kontpoas 06padoTku oopazua (Sample Processing Control, SPC) —
obecrnieunBaeT MpaBUIbLHYI0 00paboTky obpasia. SPC mpeacrasiser coboii B.
globigii B Buie cyxoil rpaHyibl, BKIFOYEHHOW B KaKbIi kapTpumk. SPC
MIO3BOJISIET OTCIJIEKUBATH IIpoLiecchl in3uca u smounu. SPC nomkeH ObITh
MPOIJIEH, C MOJTYYEHHEM JICHUCTBUTEIBLHOIO 3HaUYeHus nopora uukia (Ct) mpu
TECTUPOBAHUH OTPHUIIATEILHOTO 00pa3ia, U MOXKET HE aMIUTU(UIIUPOBATHCS B
BBICOKOIOJIOKUTEIBbHOM 00pasie. SPC cuuraercst npoilIeHHbIM, €CIIH €T0
pe3yapTaT COOTBETCTBYET 3aJaHHBIM KPUTEPUSIM IPUEMIIEMOCTH.

Buyrpennuii KOHTpPOJb (IC) — NO3BOJISIET YIOCTOBEPUTHCS B AEHCTBEHHOCTH
peaktuBoB Juist [ILIP u orcyrctBumn nnruduposanus 1P, npensTcTByomero
ammuinpukanuu. IC nomkeH ObITh MPOIJIEH, ¢ MOTyYeHUEM JIEHCTBUTEILHOTO
3Ha4eHus nopora nukia (Ct) mpu TeCTUpOBAaHUHU OTPHUIATEILHOTO 00pasia, u
MOKET HE aMIUTU(PHUIIMPOBATHCS B BEICOKOMONOKUTEILHOM 00pasiie. Kontpons IC
CUMTAETCS MPONAECHHBIM, €CJIH €T0 PE3YyIbTaT COOTBETCTBYET 33 IaHHBIM
KPUTEPUSIM IPUEMIIEMOCTH.

Kontpous 301108 (Probe Check Control, PCC) — niepen 3anyckom I11P
cuctema GeneXpert Dx nsmepser GayopeclieHTHbIN CUTHAI OT 30H0B JJIst
OTCJICKUBAHUS PETUAPATALIUY TPaHyJl, 3alI0JHEHUSI PEaKLIMOHHOM POOUPKH,
IIEJIOCTHOCTH 30H/IOB M CTa0MIIBHOCTH KpacuTess. KOHTposib MpoBepKy 30HI0B
CUMTAETCS MPOUICHHBIM, €CJIH €T0 PE3YIbTaT COOTBETCTBYET YCTAHOBICHHBIM
KPUTEPUSIM MPUEMIIEMOCTH.

Xpert® GBS
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6.

BHemnne KOHTPOJIH — KWIK-STIK™ (Microbiologics, kaTaa0XHbII HOMED
8164) MoryT UCTIONB30BAThCS JIJIs1 O0yUEHUsI, TECTUPOBAHUS MTPOPECCUOHATBHBIX
HABBIKOB U MPOBEICHMSI BHEIIIHETO KOHTPOJISI KauecTBa B cucreMe GeneXpert Dx.
BHenrHre KOHTPOJIU MOTYT MCIOJIB30BATHCS B MOPSIIKE, YCTAaHOBIEHHOM
COOTBETCTBYIOIIMMH TPEOOBAaHUSMU MECTHBIX, PETUOHATBHBIX U (peIepaIbHbIX
YIOJHOMOYEHHBIX OpraHoB. [Ipu ncmnonb30BaHUM BHEIITHETO KOHTPOJIS CIIEAyWTe
MPUBEACHHBIM HUKE MHCTPYKUUAM KoMnaHuu Microbiologics.

PazopBaB memiok no Haapesy, uzBiekute kKoHTposib KWIK-STIK.

3aXMUTE HUA3 aMITyJIbl B KOJITIAYKe, YTOOBI BBICBOOOIUTH THIPATHPYIOIIYIO
KUJIKOCTb.

VYnepxuBas ee B BEpTUKAIBHOM TMOJ0XKEHUH, IOCTy4YUTEe, YTOOBI 00TIETYUTh
[EPETEKAHUE XKUAKOCTH 110 CTEPXKHIO Ha JTHO, [1€ HAXOAUTCS COAepKaIas 103y
rpaHyIa.

Jlyis obneruenus pacTBOPEHUS TPaHYJIbI ¢ THOPUIM3UPOBAHHBIMU KIETKaMU
pa3laBUTE TPAHYJy U OCTOPOKHO COXKMHUTE HUKHIOK KaMeEpYy.

Pazopsute KWIK-STIK, 4T00BI BEICBOOOANTH 30H-TAMIIOH, ¥ TIOMECTUTE 30H/1-
TaMIIOH B KaMepy Jia oOpasia kaptpuka Xpert GBS.

Teneps 30na-Tammon ¢ oopasiom KWIK-STIK roros k tecty Xpert GBS.

[TonoxuTenbHBINA KOHTPOJIb HU3KOTO ypoBHs coaepkut okoio 620 KOE CI'b na
30HA-TaMIIOH (~36 Ct), a oTpulaTebHbIN KOHTPOIb cojiepKUT okosio 17 000 KOE
Lactobacillus acidophilus na 3oun-tammos (Ct = 0 wiu >42).

16 WHTepnpeTauusa pesynbraTtoB

Pezynbrarel naTEepnipetupyrorcs cucremoit GeneXpert DX Ha OCHOBaHMM M3MEpPEHUN
(ITyOpECIIEHTHBIX CUTHAJIOB U BCTPOEHHBIX aJITOPUTMOB pacueTa; OHH OTOOpakaroTCs
B okHe «IIpocmotpets pesynasTarel» (View Results). BoaMoxkHBIE pe3ybTaTh
npuBeaeHsl B Tabnuna 1. [Ipumepst pe3ynbraToB, nodydeHHbIX B TecTe Xpert GBS,
npeacrasieHbl Ha PucyHok 2, PucyHok 3 u PucyHok 4.

Ta6bnuua 1. Pe3synbraTtbl Tecta GBS 1 ux HTepnpetauus

Pesynbrar UHTepnpeTauus

NMOJIOXKUTE | Lienesble HyknenHosble kncnotoel CI'6 obHapyxeHbl —

NbHbIN pesyrnbTaT No3BONdAeT npegnonararb, YTO UMeeTCs

(POSITIVE) | kononusauus CI'b.
« SPC — H/IN (HenpumeHnMO)

Cwm.

PU1CYHOK 2. « IC—H/M (HeI'IpI/IMeHI/IMO)v
» KoHTponb 3oHaoB — NMPOULOEH (PASS)
BTopown 30HO-TaMnoOH nauneHTa, Haxoasawmnca B npodbupke
Ans céopa/TpaHCcnopTUPOBKM, MOXHO UCMOMb30BaTh 4SS
onpegeneHnst YyBCTBUTENbHOCTU K aHTMBmoTmkam. MNpu
HeobXoaMMOCTM B Ka4yecTBe pe3epBHOro martepmana ans
onpeaeneHnst YyBCTBUTENBbHOCTU K aHTMBNOTUKaAM B
MUKpoBuonorndeckom nabopatopmm MOXET CIYXUTb
MCNOSb30BaHHbIA KapTPUOX.

Xpert® GBS 9
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Ta6bnuua 1. PesynbraTtbl Tecta GBS 1 ux untepnpetaumnsa (Continued)

PesynbraTt UHTepnpeTtauus
OTPI/IVLI,ATEH LleneBble HyknenHoBble kncnotbl CI'b He o6HapyXeHbl —
bHbIU pesynbsTaT No3BONAeT npegnonaratb, YTo KoroHnsauma CI'b
(NEGATIVE) | otcyTtcTByeT.
Cm. - CI'b — OTPI/UILI,
PUGYHOK 3. « SPC — I'IPPI/I,EI,EH (PASS)
* IC — NMPONOEH (PASS)
« KonTponb 3oHaos — MPOVAEH (PASS)
HEﬂEVIC'I:BVI MpucyTtcTteme unu otcytcreme CI'b B obpasue ycraHoBUTb
TEJIbHbIA HeBO3MOXHO. IC n (nnn) SPC He COOTBETCTBYET KPUTEPUAM
(INVALID) NPUeMNeMoCTN NN B peakuMoHHON Npobunpke obpasoBanunch
Ny3blpbKX BO34yXa.
SD:'(;yHOK 4 « C[b— HE,EI,EI?IC:I'BVITEJ'IbeIVI
« SPC — HE NMPOUMAOEH (FAIL)*
* IC — HE NPOWAEH (FAIL)*
« Kontponb 3oHaos — MNPOWOEH (PASS)
* SPC un (unn) IC He nponeHsbl.
OLLUUBKA MpucyTtcTteme unu otcytcteme CI'b B obpasue yctaHoBUTL
(ERROR) HEeBO3MOXHO. HencrnpaBHOCTb
Kakoro-rnmbo KoOMMnoHeHTa CUCTEMBbI, JOCTUTHYTO
MakcuMaribHOe JaBfeHne Nnm He NPonaeH KOHTPOb 30HAOB.
* C['b — HET PESVYJIbTATA (NO RESULT)
 SPC — HET PE3YJIbTATA (NO RESULT)
* |IC — HET PESVYJIBTATA (NO RESULT)
« KoHTponb 30Ha0B — HE MPOWOEH (FAIL)*
* Ecnu nposepka 30HA0B NponaeHa, ownbka BbidaBaHa cboem
KOMMOHEHTa CUCTEMBI.
HET MpucyTtcTtere unu otcytcreme CI'b B obpasue yctaHoBUTL
PE3YJIbTATA | HeBo3MOXHO. Onepartop npepsan BbIMNOSHAOLWMACA NpoLeCC
(NO RESULT | ananusa, npousoLlen nepebor B nogaye areKTpos3HEPrnm

)

N obHapyXeHbl NpobnemMbl B KapTpuoxe.

* C['b — HET PESVYJIbTATA (NO RESULT)
« SPC — HET PE3YJIbTATA (NO RESULT)
* |IC — HET PESVYJIBTATA (NO RESULT)
Mposepka 3oHgoB — H/I (HenpnmMeHnmo)

Mpw nonyuerun peaynstatos HEAEMCTBUTENBHBIU (INVALID), OLUUBKA
MNpumeuyaHne (ERROR) unu HET PE3YJIBTATA (NO RESULT) moxHo nosTopuTh TECTMpOBaHMe

U1 UCNoJyib3oBaTb arbrepHaTMBHbIE METOObI.

IMpu nonyuyenun pesynsrara OLUMBKA (ERROR) (tect npepsan, Tak xak
JIOCTUTHYTO MAaKCUMAJILHOE JIABJIEHHE, UM HE TIPOHIEH KOHTPOJIb 30H/I0B)
HEMEJUIEHHO BBIIOJIHUTE TOBTOPHOE TECTUPOBAHKE MIIU MEPENIUTE K
UCIIOJIb30BaHMIO alIbTEPHATHBHBIX METOIOB JIab0OPaTOPHOM JUATHOCTHKH.
Pesysnprar OLUUBKA (ERROR) mosker mosiBisithest B Teuenue niepBbix 30 MUHYT
POLIECCa TECTUPOBAHMUSI.

10
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*  Ecam TecT BBITTONHICTCS BO BpeMsI pOIOB, IIOBTOPHOE TECTUPOBAHUE MOXKET
OKa3aTbCs Herenecooopa3sHbiM. HeoO0X0aMMOCTh B €r0 BBIIOJTHEHUN OIECHUBACTCS
Ha OCHOBAaHHMH MPUHATON MPAKTUKH U MPABHIT B KAXKJIOM YUPESKICHUH.
CornacoBanue JeHCTBUN MEXAY KIMHUIIMCTAMU U JUArHOCTUYECKOM
JTa00paTOpUEH SBISETCS BAXKHOM MEPOU ISl TOTO, YTOOBI M30€KaTh 3aICPIKKHU
BBE/ICHUSI aHTUOMOTUKOB B TIEPUOJT OXKHUIAHUS PE3YIbTATOB.

Ha Pucynoxk 2 nmokasan npumep okHa «IIpocmoTpets pesynbsrare» (View Results)
cucteMbl GeneXpert Dx. UToOBI MPOCMOTPETH ONMUCAHUS OMHUOOK, MIETKHUTE 110
Biuazake Ownobku (Errors).

} Pesynerar | Pesynetatnoawanuty | Onbimwbiii | OwuGku | Mctopus | Moamepxxa |
‘|Haspauue Tecra Xpert GBS G3 Bepcus 3

LSRR N ONOXUTENbHBIN

IFor In Vitro Diagnostics Use Only.
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PucyHok 2. Cucrtema GeneXpert Dx — okHo lNMpocMoTpeTb pe3ynkraTthl, B
KOTOPOM OTOOpaXXeH NOSIOXUTENbHbIN pe3ynbTaTt

[ Peaynutar | Pesynkrarnoananuty | OnbiTHeii | OwuGku | Wctopws | Momnepxka |
:|Hazeanme Tecta Xpert GBS G3 Bepcua 3
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‘||For In Vitro Diagnostics Use Only.
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PucyHok 3. Cucrtema GeneXpert Dx — okHo lNMpocMoTpeTb pe3ynbraThl, B
KOTOPOM OTOOpaXKeH oTpuuaTernibHbIN pe3ynbTaT
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17

18

| Pesynbrar | PesynbratnoaWanuty | OnbimHbii | OwwGkn | Wcropus | Moanepxka |
Haseanue tecta Xpert GBS G3 Bepcua 3

Pesynbrar | 4enERCTBUTENLHBIN

IFor In Vitro Diagnostics Use Only.
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PucyHok 4. Cucrtema GeneXpert Dx — okHo lNMpocMoTpeTb pe3yrnkraTthl, B

KOTOPOM OTOOpaXkeH HeAeMCTBUTENbHbIN pe3ynbTaT

anIHVIHbI NMOBTOPHOIO BbINMOJIHEHUA TeCTa

B ciyuae nmonydyeHusi OTHOTO U3 YKa3aHHBIX HIDXKE Pe3yJIbTaTOB TECTA CIEAYET
BBINIOJIHUTH MIOBTOPHOE TECTUPOBAHUE WJIU MEPEHTH K UCIOJIb30BAHUIO
albTEPHATUBHBIX MPOLETYP:

OLUMBKA (ERROR)— tecT npepBan n3-3a HEUCIIPABHOCTH KaKOT0-JIM00
KOMITOHEHTA CHCTEMBI, TOCTIKEHHSI MAKCHMAJILHOTO JIABJICHUS WK W3-3a TOTO,
YTO HE NPOMJICH KOHTPOJIb 30H/I0B.

HEQEACTBUTENBHbIN (INVALID) — ne npoiinen SPC u (wm) IC, a pesyasrar
st CI'b sBnsiercst orpuniatenbHbiM. HeieicTBUTENBHBIN pe3yabTaT TaAKKE MOXKET
OBITH CJICJICTBUEM MPUCYTCTBUS MTy3bIPHKOB BO3/IyXa B PEAKIIMOHHON MTPOOUpPKE.

HET PE3YJIbTATA (NO RESULT) — oneparop npepBai BBITOIHAFOIHHACS
MPOIIECC aHANN3a, TIPOU30NIEI TIepebOoi B T0/1aue IEKTPOIHEPTUH HITH
oOHapyXeHbI IPOOIEMbI B KAPTPUJIKE.

Ecnu B xamepe aia oOpasiia KapTpupka UMEETCs JKUKOCTh, TTPU TMTOMOIITH MUTIETKH
JUISL IEPEHOCA TIEPEMECTUTE BCIO KUIAKOCTh U3 KaMephl AJisi 00pas3ia B HOBBIM
KApTPHUUK U 3aTE€M BBIIIOJIHUTE ITIOBTOPHOE TECTUPOBAHUE. ECIINM KUIAKOCTH HET, IPU
IIOMOILY CTEPWIBHOTO IHHIIETA IEPEHECUTE 30HA-TAMIIOH B HOBBIN KapTPUIK U
3aT€M BBIITOJIHUTE TOBTOPHOE TECTUPOBAHUE. TaKkxke Il MOArOTOBKH HOBOTO
KapTpHUIKa MOXXHO MCITOJIB30BaTh BTOPOM 30H/-TaMIIOH, U 3aT€M BBIIIOJIHUTH
IIOBTOPHOE TECTUPOBAHUE.

OrpaHunyeHus

@DyHKIMOHANIbHBIE XapakTepucTuku Tecta Xpert GBS onpenensanu Ha cucreme
Cepheid GeneXpert Dx ¢ ucnonb30BaHHEM BarMHAIbHBIX-PEKTAIBHBIX 00pas3IloB,
MOJIyYEHHBIX B JIOPOJAOBOM IEPUOJIE U BO BPEMS POJIOB U COOPAHHBIX B YCTPOHCTBO
s coopa oopasuo Cepheid (karanoxubiit Homep 900-0370). lanusliii Tect
MO’KHO MCIIOJIb30BaTh TOJIbKO ¢ cucteMoi GeneXpert Dx. He pexomenayercs
MPUMEHEHHUE IPYTOM CUCTEMBI 71l COOpa M TPAHCIIOPTUPOBKU 00pa3IloB, KpOME
yKkazaHHOU B pasnene Paznen 8, HeoOxonumbie MaTepraibl, HE BXOISIIHE B
KOMIUIEKT nnocTtaBku. He n3ydanoce npumenenue tecra Xpert GBS ¢ npyrum
KJIMHUYECKUM MaTepuasiom. HensBecTHO, KaKUMHM MOTYT OKa3aThCs

12

Xpert® GBS
300-8907-RU-RU, Pen. M 2024-04 r.



Xpert® GBS

(YHKIIMOHAJIbHBIC XapaKTEPUCTUKN TECTA IIPH MCIIOIH30BAHUH JIPYTUX THIIOB
00pa3IioB.

*  OmmOouHbIE pe3yNbTaThl TECTA MOTYT OBITH CBSI3aHBI C HEMPABWIBHBIM COOPOM
oOpasiia, TEXHUYECKOM OITMOKOH, IepeMeInBaHieM 00pa3IoB WU
HEJI0OCTATOYHBIM KOJTMYECTBOM MHUKPOOPTaHU3MOB B 00pasIle Ak 00OHAPYKEHUS
MIPU TIOMOIIU JAHHOTO TecTa. YToObI n30exaTh MoJIydeHUs OITMOOYHBIX
PE3yABTATOB, HEOOXOIUMO TIIATEILHO COONIONATh HHCTPYKITUH, TIPEICTABICHHBIC
B JIAaHHOW MHCTPYKIIMH TI0 IPUMEHEHUIO U B IOKYMeHTe [Ipomokon coopa
BACUHANBHBIX-PEKMAbHBLIX 00pa3yos. Ilomydernune oOpasia u3 1ByX HCTOYHUKOB
— HWKHEW YaCTH BJaraJivila U U3 IPsIMOM KUIIIKU —CYyIIECTBEHHO MOBBIIIAET
BEPOSATHOCThH MIPUCYTCTBUS MUKPOOPTAaHU3MOB B MaTepHasie, o CPaBHEHUIO CO
B3sATHEM OOpasiia u3 001acTH MICHKH MaTKU WM JK€ TOJIBKO M3 Biarajmiia, 0e3
Mas3Ka U3 NPsIMOM KULIKH.

*  Tak xak BO3BMOXXHOCTb OOHAPYKE€HHUS CTPENTOKOKKOB Ipymnibl B 3aBucut ot
KOJIMYECTBA MPUCYTCTBYIOIIUX B 00pa3lie MUKPOOPTaHU3MOB, JOCTOBEPHOCTh
PE3YJIBTaTOB 3aBUCHUT OT MPABMIIBHOCTH cOOpa 00pasiia, 00paIeHus C HUM U
€ro XpaHeHus. PekoMeHayeTcs BBINOIHATh TECTUPOBAaHUE Ha 35—37 Henemsax
OEepeMEHHOCTH, /1715l HOBBILLIEHUSI YYBCTBUTEIIBHOCTU U CHEU(PUIHOCTH
BBISIBJICHHUSI JKCHILUH, KOJIOHU3ALHs Y KOTOPBIX COXPAHUTCSI K MOMEHTY POJIOB.

e JIns momy4eHus TOYHBIX U CBOEBPEMEHHBIX PE3YyIbTaTOB BAXKHO MPOBECTH
oOydeHue nepcoHaa, paboraromiero Ha cucreme GeneXpert Dx.

* HeobxomumocTh moBTOpHOTO BhINOIHEHUS TecTa Xpert GBS npu nonyueHuu
pesynbraros HELEUCTBUTENbHbIN (INVALID), OLULMBKA (ERROR) 11 HET
PE3YJNIbTATA (NO RESULT) ciienyer oneHuBars Ha OCHOBE TIPHHATOM IPAKTUKH
Y TIPaBWJI METULIMHCKOTO yupexaeHus. B mabopartopun A01KHA UMETHCS
BO3MOKHOCTD BBITIOJIHEHUS aJIbTEPHATUBHBIX TUATHOCTUYECKUX MPOLEAYD
(HampuMep, KyJIbTUBUPOBAHKE B TUTATEILHOM CpPEJie, COTTIACHO PEKOMEHIAITUSM, C
HCIIOJIb30BAHUEM CEJIEKTUBHOTO OyNbOHA /1715l o0oTaleHus B Teuenue 18-24
yacoB). [TomydyeHne n30159TOB KyJIbTypajJbHbIM METOIOM HEOOXOAUMO ISt
oIpenieleHus YyBCTBUTEIBHOCTH K aHTHOMOTHKAM, YTO PEKOMEHI0BAHO IS
KCHIIUH C aJJIepTuei Ha aHTUOMOTUKY MEHUIIMJUTMHOBOTO psifa. s
KyJbTUBUPOBAHUS OCTaBILIKECS 00PA3Ibl HA 30HaX-TaMIIOHAX JTOJIKHBI
MOMEILAThCS B MOJIXOAAIINE CUCTEMBI TPAHCIIOPTUPOBKH, MPOIOJIKUTENBHOCTD
KyJBTUBUPOBAHUS JOJKHA HAXOAUTHCA B Ipeenax 4 cyTok. Mcmnonb3oBaHue
oOpasia, oopadoranHoro peaktuBoM | Tecta Xpert GBS, ¢ niensio
KyJbTUBUPOBAHUSI MUKPOOPTaHU3MOB HE BAIUAUPOBAIOCH. JlabopaTopuu TOMKHBI
BaJIMANPOBATH MPUMEHSIEMbIE TPOLEAYPhI KYIBTUBUPOBAHUS JINOO UCTIONB30BATh
BTOPOM 30H]I-TAMIIOH JJIs1 UAEHTU(UKAIIUNT MUKPOOPTaHU3MOB KYJIbTYpalbHbIM
METOJIOM U OTIPEJIEICHHS YyBCTBUTEILHOCTH K aHTHOMOTHKAM.

* IlonoxuTenbHbIN pe3ynbTaT TECTA HE 00S3aTENbHO CBUJIETENBCTBYET O
MPUCYTCTBUH KUZHECTTOCOOHBIX MUKPOOPTraHu3MoB. OJTHAKO OH yKa3bIBaeT Ha
BO3MOXKHOCTb MPUCYTCTBHS CTAPUIOKOKKA rpynsl B.

*  Pesynbrarsl Tecta Xpert GBS, BbIOTHEHHOTO BO BpeMs POJIOB, CIIETYET
HCIIOJIb30BaTh B KAYECTBE BCIIOMOTaTeIILHOTO CPEACTBA B KOMIUJICKCE C TaHHBIMHU
JAPYTHUX AOCTYIHBIX METOJOB TUAarHOCTHKH, a HE JIJISl 3aMEHbI TECTUPOBAHUS B
nopoaoBoM riepuone (Ha 35-37 Henene 6epeMeHHOCTH). TecT He TpeTHa3HAYCH
st i epeHnnanbHON TMarHOCTUKN MEXAY HOCUTEIbCTBOM CTa(hUIIOKOKKA
rpynnsl B 1 Hanmu4reM cTpenTOKOKKOBON MH(EKIIHH.
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* Taxxe Ha pe3ynbTaThl TECTA MOXKET MOBJIMITH COMYTCTBYIOIIUN TPUEM
aHTHOMOTUKOB. [IpH MoMoIIH 3TOrO TeCTa HeJb3s OLICHUBATh YCIEX WIIH
Her(h(HEeKTUBHOCTH JICUCHHMS, TaK Kak BO3MOHO mipucyTcTtBue JJIHK B oOpasnax u
MOCJIE 3aBEPILICHUS aHTUMUKPOOHOM Teparum.

*  C uenbto uzbexarb KOHTAMUHAIMK 00Pa3L0B U PEAKTUBOB PEKOMEHAYETCS
CJIe10BaTh MPUHLIMUIIAM HaJJIeKAaIIEeH Ta00paTOPHON MPAKTUKH, BKIIKOYAS IPABUIIO
3aMEHbI TIEPUYATOK Mepe Ha4alloM pabOoThI C KXKIBIM CIECTYIOIINM 00pa3IoM
MaIMEeHTA.

¢ Myrauuu unu noauMophusM B y4acTKax CBSI3bIBaHUS MpaiiMepa I 30Ha MOTYT
OTPHUIATENILHO MOBIHUATH Ha BO3MOKHOCTh OOHAPYKEHUS HOBBIX HJIM HEU3BECTHBIX
BapUaHTOB OaKTEpPUI U MPUBECTH K MOTYUYEHHUIO JIOKHO-OTPUIIATEIBHBIX
PE3yJIBTaTOB.

*  OTpuuarenbHbIA pe3yabTaT HEe UCKIIOUaeT BeposiTHOCTH KojloHu3auuu CI'b.
JloHO-0TpHUIIaTeILHBIE PE3YABTAThI MOTYT OBIThH TOJIYYCHBI, €CITM KOHIICHTPAITUS
CT'b B obOpaste Hmxe nopora ooHapyxkenus (LOD).

Oxunagaemblie 3Ha4YeHUA

CI'b xonoHu3MpyeT B NpsAMOW Kuuike U Biaraiuiie okono 10-30 % OepemeHHbIX
xeHumH. Kononuzanust CI'b MOXeT ObITh TPaH3UTOPHOM, XPOHUYECKON WIIH
nepuoandeckoid. CKpUHUHT KyJIbTYpaJIbHBIM METOAOM C MCIOJIb30BaHUEM 00Pa3IoB
KaK M3 BJIArajuila, Tak U U3 OpsIMOl KUIIKH, BBIIOJHEHHBIA B MO3HUE CPOKH
OEepeMEHHOCTH, MO3BOJISIET BBISBIATH JKEHIINH, KOTOPbIE BEPOSITHEE BCETO OyAyT
umeTh kosoHuzauuio CI'b ko Bpemenu ponos.>s [1o pesynpraram pa3inuHbIX
UCCIEA0BaHUM, MPUMEHEHUE KYJIbTYPaIbHOTO METOAA B MO3JHUE CPOKHU
O0epeMeHHOCTH MMeNno 9yBcTBUTEIbHOCTD 87 % (M 83-92 %) u 69 % (AU 57-79
%) u cnerudpuuHoctsb 96 % (AU 95-98 %) u 92 % (AU 89-94 %) B oTHOLIEHUU
OIpPEEIICHUs CTaTyca KOJIOHU3ALMK KO BpEMEHU poJoB.t IIpyu KIMHNYECKON OlLIEHKE
tecta Xpert GBS konmonuszanus CI'b o6HapyxuBanach KyabTypalbHBIM METOAOM Y
25,4 % (201 u3 791) >xeHuH.

®YHKUMNOHANbHbIE XapaKTePUCTUKU

KnuHnyeckue pyHKUMOHaNbHbIE XapaKTepPUCTUKN

Jliis onpenenenus GyHKIIMOHAIBHBIX XapakTepucTuk Tecta Xpert GBS mposeaeHo
MPOCIEKTUBHOE MHOTOIIEHTPOBOE HUCCIIEIOBAHUE B OTACICHUSAX POJIOBCIIOMOXKEHUS
mectu yupexaeHuid B CIIIA. B kaxaoM yupexaeHur HCHOIb30BAIACH IPOrpaMma
CKpUHMHTA Ha OCHOBE KYJIBTYPAJIbHOTO METO/Ia MJIM T€CTa aMIUTU(PUKAIIIT
HYKJIEUHOBBIX KUCIOT (NAAT). TecTupoBaHKE BBIOJIHSIIA B KIMHUYECKUX
1abopaTopusiX KaXkaA0ro U3 YUPEKACHHH, a TaKKe B OTACIECHUSAX POJOBCTIOMOKEHUSI.
B nccnenoBanue BKIIFOYAIM Kak MAaUEHTOK B JOPOJOBOM MEPHOAE, TAK U
Haxo[sAUIMXCs B Iepuojie poaoB. st 3auncieHus B Ty 4aCTh UCCIENOBAHMS, I11€
U3y4alIMCh MAIIMEHTKU BO BPEMsI POJOB, )KCHILMHBI JOJHKHBI ObUTH TIPEIOCTABUTH
MUCbMEHHOE COITIaCHUEe, HAXOIUTHCS B COCTOSIHUU POAOB U HE UMETh
MMPOTHBOTMOKA3aHUI K BarMHAJIBHOMY OOCJICIOBaHUIO (HAIpUMEDP, KPOBOTCUCHHS ).
JIist 3a4nciieHyst B Ty 4acTh UCCIIEOBAHUs, TIE€ U3Y4aJuCh NALUEHTKU B IOPOJOBOM
NepHUOAE, )KEHILUHBI JOHKHBI ObUIM IIPEJOCTABUTh MUCHbMEHHOE COoTliacue, ObITh
OepeMeHHBIMHU Ha cpoke 35-37 Helenb U He UMETh TPOTUBOIIOKA3aHUN K
BarMHAJIBLHOMY 00CIeOBaHMIO (HAampuMep, KpoBoTeueHus). Hu oqHa u3 ydactHuIl
HCCIIEAOBaHUS HE UMENIa MPEUICKAHMS [UIALECHTHI, HEOTJIOKHBIX IMOKA3aHUN K po/iaM,
Y HE UCIOJIb30Bajla aHTUOMOTUKYU B TEUEHUE HENIETN O NOCTYILICHUS.
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BarnnansHbie-pekTanbHbie 00pasiibl ObUTH MOTYYEHBI y BCeX U3 794 MpUTOIHBIX K
3a4YKCIICHUIO B MCCIIEIOBAaHUE MAIMEHTOK, MTPHU MOMOIIM JIByX KOMIUIEKTOB 30HOB-
TaMIIOHOB ¢ MeTKaMu (ycTpoHcTB At coopa obpasua Cepheid). OquH 30HI-TaMIIOH
13 NIEPBOT0 KOMILUIEKTA UCIOJIB30BaJIM ISl TECTUPOBAHUS KYJIBTYpPaJIbHBIM METOJOM.
BTopoii KOMIUIEKT 30H0B-TAMIIOHOB C METKaMH MCTIOJIB30BaU CIEAYIOIIUM
00pa3oM: OJIMH 30HI-TaMIIOH HUCCIEA0Balu npu nomoiu tecta Xpert GBS nHa
cucrteMe GeneXpert DX; qpyroil 30H1 TaMIIOH UCCIIEA0BAJIN BO BTOPOM TECTE —
NAAT. [leneBoit mocnenoBareabHOCThIO 2-T0 TecTa (NAAT) sBisercs
nocienoBarenbHOCTh B reHe cfb. Tect omoOpen Ynpasienuem FDA. Pesynbrarst
JAHHOTO T€CTa HE MCMOJIb30BaIM JUIsl OLICHKU (PYHKIIMOHAJIBHBIX XapaKTEPUCTHUK.
[Tocne ucnonb30BaHus AJis BBIIOJHEHUS 3TUX TECTOB KaXK/IbIil U3 30HAOB-TAMIIOHOB
noMeInaiv B o0oranieHHbIi celeKTuBHbIN Oyip0H LIM, nnkyOupoBanu, 3ateM
BBITIONTHSIJTN TiepeceB Ha yamku [leTpu ¢ KpOBSHBIM arapom U OIEHWBAIU Ha
npucyrctBue CI'b.

Bo Bcex yupexJIeHUsX UCIOJIb30BAIM METOAMKY KYJIbTUBUPOBAHUS, YKa3aHHYIO B
pexomenganusax CDC 2002 r.2: moiy4yeHue KyJabTyp MUKPOOPTaHU3MOB B
cesniekTUBHOM OynboHe (OynpoHe LIM, xoTopblil nipeactasiseTr co6oil MoauduKaimo
oynboHa Tonn-XeBurra ¢ nobGaBieHueM 15 MKI/mMil HaTUIUKCOBOM KUCIOTHI U 10
MKT/MJI KOJIUCTUHA) C MHKyOaIueil B TeueHue

1824 yacoB, u nepeceBoM Ha yamku [letpu ¢ kpoBsiHbIM arapom. Maentuduxaiuio
KOJIOHUH, MPEANnoIoKUTENbHO cocTosux u3 CI'b, BBIMOIHSIM TOCPEACTBOM
peakuysl arifoTUHALIMKM Ha MPEJAMETHOM CTEKIIE.

20.2 OO6wwme pesynbraThbl
QYHKIHOHAJIBHBIE XapaKTepUCTUKU TecTa Xpert GBS onpenensnu myreM OUEeHKH
PE3YJIBTAaTOB JTAOOPATOPHOTO MCCIIENOBaHMS 00Pa3IIOB, MOIYUYCHHBIX Y 794 MalueHToK
aKylIEepPCKOro oTneseHus: 373 mauuMeHTKyu B JOpOAOBOM Tepuojie U 421 nanueHTka B
nepuof poaoB. s 3 KeHIUH pe3yabTaT UCCIIEIOBAHUS KyJIbTYypalbHBIM METOAOM
MOJIy4eH He ObLJI, U OHU OBLIM MCKIIIOYEHBI U3 aHan3a (MOJI0KHUTEIIbHBIE PE3YIbTaThI
tecta Xpert GBS orcyTcTBOBaNN, 1 BO BCEX TPEX CIydasX pe3ysbTarbl TECTA
Xpert GBS Obutn oTpHLIaTENIbHBIMK), TAKUM 00Pa30M, IPUTOAHBIM JUIS OLIEHKU
okazasicst 791 pe3ynpTar uccaeqoBaHUs KyJAbTypalbHbIM MeTOI0M. [[1s Bcex
MAIMEHTOK BBIIIOJIHEHO UCCIIEIOBAHUE KYIbTYPaJIbHBIM METOIOM (KaK OMHCaHO
BBIIIE) U JJIs1 OOJBIIMHCTBA OBLIIO BHITIOJIHEHO BTOpoe TectupoBanue Ha CI'b
metogoM NAAT. IleneBoii nmocienoBarenbHOCThIO 2-10 TecTa (NAAT) siBasiercs
nocienoBarenbHOCTh B reHe cfb. Tect omobpen Ympasienuem FDA. Pesynbrarst
JAHHOTO TECTa HE MCIIOJIb30BAJIU JJIsl OLEHKH (DyHKIHMOHAIBHBIX XapaKTepucTuk. 13
791 cnyuas B Tecte Xpert GBS Ob110 noayueHo 726 NpUrogHbIX K UCIIOJIb30BAHUIO
pe3yapTaroB nocie nepoil nonsITku (91,8 %). KonnuecTBo HENMpUronHbIx
pE3yabTaToB (T.€. pe3yJIbTATOB «HECHCTBUTEIBHBIN, «OMINOKa» WU «HET
pe3yabpTara») coCcTaBUiIo 65; s 55 U3 3TUX city4yaeB npoOiema Oblia pelieHa mocie
MOBTOPHOTO TecTupoBaHusi. Beero st 201 KeHITUHBI ObUIH TTOJTYYEHBI
noJjioxkutenbHble pe3ynsTarsl Ha CI'b KynbTypanbHbIM METOAOM — IMPU
MCCJIEIOBAaHUU OTHOTO MHTAKTHOTO 30H]I-TaMIIOHa JTMOO0 MpU MCCIEIOBAHUN
AIIIOMPOBAHHBIX 30HI0B-TAMIIOHOB, OCTaBIINXCS MOcie BbimoaHeHus tect Xpert GBS
u 2-ro tecta (NAAT). IlepBonauansHo B Tecte Xpert GBS Ob110 nomyueno 168
HOJOXKUTEIbHBIX pe3ynbTaroB (168/201, 83,6 %). Ilocne MOBTOPHOTO TECTUPOBAHHUS
KOJIMYECTBO TMOJIOKUTEIBHBIX Pe3yabTaToB Bo3pocio g0 178/201, wmm 88,6 %. Jns
590 >KeHILMH pe3yNbTaThl UCCIEAOBAHUS KYIbTYpaIbHBIM METOAOM ObLIN
OTPULIATEIILHBIMH; ITPU IIEPBOHAYATILHOM BBINOIHEHUHU TecTa Xpert GBS
OTpHIIATENbHbIE Pe3yNIbTaThl ObUTH TOMy4eHbl it 520 sxenmuH (88,1 %), a mpu
MTOBTOPHOM BBITIOJTHEHUH — 11 561 skenmmab (95,1 %).
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B Tabnuua 2 nokaszansl pe3ynbrarsl Tecta Xpert GBS ¢ pacnpenenenuem 791
HAlMeHTKHU Ha TPYIIIbI B 3aBUCUMOCTU OT MOJOKHUTEILHOTO WU OTPUIIATETILHOTO
pesynbrara uccienoanus Ha CI'b kynbrypaibHbIM MeTOIOM (Y 3 MalMEHTOK
HaOmoaancs 1100 Ype3MEpPHBIA POCT MUKPOOPTaHU3MOB JIMOO PE3yabTaThl HE
NOJJaBaINCh UHTEpHpeTannn). JJaHHbple 0 4yBCTBUTENIBHOCTH, ClIEUU(PUUHOCTH,
OLIEHKE NMPOTHOCTUYECKON IIEHHOCTH OTPHUIATEIbHOTO pe3yibTara 1
MPOTHOCTHUYECKON 1IEHHOCTH TMOJIOKUTEIFHOTO pe3yJibTaTa OCHOBAHBI HA pe3yJbTarax
MOBTOPHOTO TecTupoBanus. [locie moBTOpHOTo TeCTUPOBAHUS MPOOIEMbI OCTaBAINCH
HepemeHHbIMU B 10 ciygasx (n = 781).

Tabnuua 2. Pe3ynbraTbl Tecta Xpert GBS n oueHka pyHKLMOHaNbHbIX
XapaKTepUCTUK NO KaTeropmam NaumMeHToK

Karterop | Pe3ynbt |O61wwe| Mauu | Maum | YysctBu [Cneundu| PPV Z | NPV3
us aTbl € |eHTKMU|eHTKU | TeNnbHOCT| YHOCTb | nocne nocne
nauuveH Kon-| ¢ C | bnocne | nocne |nNOBTOPH | NOBTOPH
TOK Bo! |nono | oTpu | noBTOpPH | NOBTOPH oro oro

X. L. oro Ooro |[TecTUpPOB|TECTUPOB
pe3y | pe3y [TECTUPOB|TECTUPOB| aHuA aHusA
NbT. | NbT. aHuA aHuA [95 % [95 %
KynbT [ KynbTt| [95 % [95 % auv] aun]
ypan ypan| [U] Aau]
bHOT | bHOT
o o
uccn. | uccr.
1 1
Bce [[Monoxut| 197 | 178 | 19 88,6 % | 96,7% | 90,4 % | 96,1 %
nauveH . pe3-T |(186)|(168)| (18) | [83,3 %- | [94,9 %- | [85,4 Y%- | [94,2 %-
TKKU TecTa 92,6 %] | 98,0%] | 94,1 %] | 97,5 %]
Xpert
GBS
Otpuuar.| 584 | 23 561
pe3-T | (540) | (20) |(520)
TecTa
Xpert
GBS
Het 10 |0 (13)| 10
pesyneta| (65) (52)
Ta*t
Bcero |791°|201°% | 590
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Tabnuua 2. Pe3ynbraThl Tecta Xpert GBS n oueHka pyHKLMOHaANbHbIX
XapaKTepUCTUK NO KaTeropmam NaLumMeHToK
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Katerop | Pe3ynbt |O61we| Mauu | Maum | YysctBu [Cneundu| PPV Z | NPV3
us aTbl € |eHTKMU|eHTKU | TeNnbHOCT| YHOCTb | nocne nocne
nauuveH Kon-| ¢ C | bnocne | nocne |NOBTOPH | NOBTOPH
TOK Bo! |nono | oTpu | noBTOpPH | NOBTOPH oro oro

X. L. oro Oro |TecTUpoOB|TeCTUPOB
pe3y | pe3y [TECTUPOB|TECTUPOB| aHUA aHusA
NbT. | NbT. aHuA aHuA [95 % [95 %
KynbT [ KynbTt| [95 % [95 % auv] aun]
ypan | ypan| [H] Aau]
bHOT | bHOT
o o
MCCh. (uccn.
1 1
Oo MNonoxwut| 92 87 |5(B)| 853% | 981% | 946 % | 945 %
popnoB | .pe3-T | (88) | (83) [76,9 %- | [95,6 %- | [87,8 %- | [94,1 %-
TecTa 91,5 %] | 99,4 %] | 98,2 %] | 96,9 %]
Xpert
GBS
Otpuuar.| 274 15 | 259
pe3-T | (253)| (13) | (240)
TecTa
Xpert
GBS
Her |7 (32)| 0 (6) |7 (26)
pesynbTa
T2
Bcero | 373 | 102 | 271
Bo [lMonoxut| 105 | 91 14 919% | 956 % | 86,7% | 97,4 %
Bpema | .pe3-T | (98) | (85) | (13) | [84,7 %- | [92,7 %- | [78,6 %- | [95,0 %-
popoB | TecTa 96,5 %] | 97,6 %] | 92,5 %] | 98,9 %]
Xpert
GBS
Otpuuar.| 310 | 8 (7) | 302
pe3-T | (287) (280)
TecTa
Xpert
GBS
Her [3(33)| 0(7) |3 (26)
pes3ynbra
T2
Bcero | 418 | 99 | 319
Xpert® GBS 17
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Ta6bnuua 2. Pe3ynbraTbl Tecta Xpert GBS u oueHka pyHKLMOHaNbHbIX
XapaKTepUCTUK MO KaTeropusim naumneHToK

Karterop | Pe3ynbt |O61wwe| Mauu | Maum | YysctBu [Cneundu| PPV Z | NPV3
us aTbl € |eHTKW|eHTKU|TeNbHOCT| YHOCTb | nocne nocne
naumeH Kon-| c¢ C | bnocne | nocne |nNOBTOPH | NOBTOPH
TOK Bo! |nono | oTpu | noBTOpPH | NOBTOPH oro oro

X. L. oro Ooro |[TecTUpPOB|TeCTUPOB
pe3y | pe3y [TECTUPOB|TECTUPOB| aHuA aHusA
NbT. | NbT. aHunA aHunA [95 % [95 %
KynbT |[Kynbt| [95 % [95 % O] aun]
ypan ypan| [OU] auv]
bHOT | bHOT
o o
Mccn. (uccern.
1 1
PaspbiB|[Monoxut| 27 21 |6(5B)| 913% | 943% | 77,8% | 98,0 %
nnogH. | . pes3-1 | (24) | (19) [72,0 %- | [88,1 %- | [57,7 %- | [93,1 %-
o6on.” | Tecra 98,9 %] | 97,9 %] | 91,4 %] | 99,8 %]
Xpert
GBS
Otpuuar.| 102 | 2 (2) | 100
pe3-T | (92) (90)
TecTa
Xpert
GBS
Her [0(13)] 0(2) |0 (11)
pes3ynbra
T2
Bcero | 129 | 23 | 106
Bes |[Monoxut| 78 70 |88)| 921% | 96,2% | 89,7% | 97,1 %
paspbiB| . pe3-T | (74) | (66) [83,6 %- | (92,6 %- | (80,8 %- | (93,8 %-
a TecTta 97,1 %] | 98,3 %] | 95,5 %] | 98,9 %]
nnogH. | Xpert
o6on.2 | GBS
Otpuuart.| 208 | 6 (5) | 202
pe3-T | (195) (190)
TecTta
Xpert
GBS
Her |3 (20)| 0 (5) (3 (15)
pesynbsTa
T2
Bcero | 289 | 76 | 213

TECTUPOBaAHUA. Pe3yanaTb| nepBoHa4YaribHOro TeCTMpoBaHn4a NokKa3aHbl B CKoOKax.

hown

MporHocTuyeckas LLeHHOCTb MOMOXUTENBHOTO pesynbraTta.
MporHocTuyeckas LeHHOCTb OTpULaTENbHOrO pesynkrara.
PesynbtaT Tecta Xpert GBS, coobaembint kak «HeT pesynerata» (No result), MmoxeT 6b1Tb

Bce npeacraeneHHble pesynbrathl Ans Tecta Xpert GBS nonyyeHbl nocre noBTOPHOro

NosfyYeH, ecnv TeCT oKkasasncsa HegenCTBUTENbHbIM, NPOU3oLLIIa owmnbka cUcTeEMbI UNK Koraa
cucTeme He yaanocb coobwmnTb o npucyTtcTeum unm otcytcteumn OHK CIb.
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5. N3 aHanusa 6binm NCKIOYEHbI TPY XKEHLLMHBI, 06pasLbl KOTOPbIX OblN B3AThI B NEpMos poaoB
N ONsi KOTOPbIX HE BbINM NONyYeHbl pesynbTaThl NPU KynbTypanbHOM UCCeLOBaHUMN.

6. O6wasn pacnpocTpaHeHHOCTb konoHusaumm CI'b no pesynsratam KynsTypanbHOro
nccnegoBaHus coctasuna 25,3 %.

7. TMoarpynna XeHLWMH B Neprog poaoB, ob6pasLbl Y KOTOpbIX Oblfv NonyYeHbl Nocne paspbiBa
NIogHbIX 060rnoYek.

8. [llogrpynna XeHLWmH B nepuog, poaoB, 06pasubl Y KOTOpbIX Obin NonyYeHbl 40 paspbiBa
nnoaHblx obornoyvek. He oxxmaanock GMONOrMYecKkMx pasnuunin Mmexay Takumm obpasuamu,
Nony4YeHHbIMN B NEPUOA POAOoB, 1 0bpa3uamu, NonyyYeHHbIMU B AOPOLAOBOW Nepuog.

Ta6nuua 3. Pa6oune xapaktepucTuku Tecta Xpert GBS u 2-ro tecta (NAAT)' no
CPaBHEHMIO C KyNbTyparbHbIM UCCneaoBaHUEM

Xpert GBS 2-1 Tect NAAT?
HwxHun BepxH HwxHun BepxH HuxHun BepxH HuxHun BepxH
YyscTB| # mi |Cneun| W ui |YyectB| # i |[Cneun| 17
Katero utenbH|npege npepe | ouyHO |Npene npepe uTenbH| npege npepe | huyHO |npene npepe
pua octb (nOW nOW | cto (nOWN (nOUW octe (N nOW| cv | nOU | n QN
88,6 % 83,3 %(92,6 %| 96,7 % (94,9 %|98,0 %| 77,9 % |71,5 %|83,5 %| 96,3 % 94,4 %|97,6 %
(178/ (561/ (155/ (567/
Bcero | 201) 580) 199) 589)
85,3 % 76,9 %(91,5 %| 98,1 % (95,6 %|99,4 %| 74,5 % |64,9 %|82,6 %| 97,0 % (94,3 %|98,7 %
Oo (87/102) (259/ (76/102) (263/
ponos 264) 271)
Bo | 91,9 % (84,7 %|96,4 %| 95,6 % 92,7 %|97,6 % 81,4 % (72,3 %|88,6 %| 95,6 % 92,7 %|97,6 %
Bpems | (91/99) (302/ (79/97) (304/
ponos 316) 318)
Pa3pbi | 91,3 % (72,0 %|98,9 %| 94,3 % (88,1 %|97,9 % 90,9 % 70,8 %|98,9 %| 95,2 % (89,2 %|98,4 %
B (21/23) (100/ (20/22) (100/
NNOAH. 106) 109)
o6on.2
Bes 92,1 % (83,6 %|97,0 %| 96,2 % (92,6 %|98,3 %| 78,7 % (67,7 %|87,3 %| 95,8 % 92,1 %(98,0 %
paspbl | (70/76) (202/ (59/75) (204/
Ba 210) 213)
NNOAH.
o6on.’

1. Uenesou nocnegosatenbHocTbio 2-ro Tecta (NAAT) asnseTca nocnegoBaTenbHOCTb B reHe cfb.
Tect ogobpeH YnpasneHnem FDA.

2. Tlloarpynna XeHLWWH B nepuog pogos, 06pasupbl y KOTopbix 6binv nonyyeHbl nocre paspbiBa
NNOAHbIX 0B0NoYex.

3. lMogrpynna xeHLmH B nepnod poaos, obpasubl y KOTOPbIX 6binin NONyYeHbl 40 paspbiBa NIO4HbIX
obonoyex.
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B tabnuie Huxe npeacrasieHo npsiMoe cpaBHeHue IByX TectoB [P — Xpert GBS
u 2-ro tecta (NAAT):

Ta6bnuua 4. NMpamoe cpaBHeHue aByXx TecTtoB lLP

Monoxut. KynsTyp. OTpuuar. KynbTyp. Heonpeg. kynbTyp.

Monoxut. pe3-T |  OTpUL. pes-T Monoxut. pe3-T |  OTpUL. pes-T Monoxur. pe3-T |  OTpuL. pes-T Bcero B TecTe
2-ro Tecta NAAT | 2-ro Tecta NAAT Hepaspew. 2-ro Tecta NAAT | 2-ro Tecta NAAT Hepaspew. 2-ro ecta NAAT | 2-ro Tecta NAAT Hepaspeu. Xpert GBS

MonoXur. pes- 1 49 27 2 1 O 9 0 O O 0 1 97

Tecta Xpert GBS

owems 6 | 17 | 0 | 11 | 549 | 1 | 0 | 3 | 0 | 587
o 0 0 0 1 9 0 0 0 0 10
2-it Tect NAAT, 1 65 44 2 22 567 1 0 3 O 794

BCero

B Tabnuie 5 nokazaHo KOJIMYECTBO MAUEHTOK, 00pa3libl KOTOPBIX TECTUPOBAIH B
KaKJOM U3 MIECTH KIMHUYECKUX JTaOopaTopHil, y4acTBYIOIINX B UCCIEAOBAHUU, U
OLICHOYHbIE (PYHKIIMOHAJIbHbIE XapakTepucTuku tecta Xpert GBS (B cpaBHeHuu c
pe3yapTaTaMy KyJbTypPaJbHOIO METO/A).

Ta6bnuua 5. CpaBHeHUe MeXAay LeHTpamMum

S e - N Xp:’:sgz;a"“ UyBcTBUTENLHOCTS CreunduuHoCTL
™ wawarros | rury. Nama | Momorre | ouena | mpener | apener | ouenn | spenen | openen
1 ] 0 | 651 |51 | 11 | 216 | 4 | 1 |72739,0/94,0 92379,1/984
% % | % | % % | % | %
2 [113| 5 |18 31 | 263 | 12 | 2 190,3|74,2/98,0 97,6|91,8/99,7
% % | % | % % | % | %
3 (94| 0 |9 |17 [181] 9 | 1 765|50,1/93,2 100, 95,3100,
% % | % | % 0%| % |0%
4 |64 (175|239 75 | 314 | 13 | 2 | 853|753|92,4 96,3/92,1/98,6
% % | % | % % | % | %
5 |22 (152|174 | 38 | 218 | 16 | 1 | 97,4|86,2/99,9 94,8(89,6/97,9
% % | % | % % | % | %
6 | 80 | 35 | 115 | 29 | 252 | 11 | 3 96,6|82,2/99,9 98,:8(93,5 100,
% % | % | % % | % 0%
Bcer| 373 | 418 | 791 | 201 | 254 | 65 | 10 | 88,6 |83,3/92,6 96,7 |94,9]98,0
o % % | % | % % | % | %

B ueHTpe 6 oTcyTCTBYIOT 3 pesyrbTarta nepeceBa Ha Yalluku [eTpu ¢ KpoBSIHbIM

NMpumeyaHue
arapom a4 naunmeHToK B nepuos poaos

21 AHanu3 BpemMeHu BbINONTHEHUA TEeCTOB

Hwxe npencraBieHbl JaHHBIE IO BPEMEHH BBINOJHEHUS TecTOB Jisi 390 y4yacTHuIL,
00cIieIOBaHHBIX B IEPHOJ] POJIOB, KOTOPHIEC OBLIM 3aUUCIICHBI B KIIMHUYECKOE
uccnenoBanue. Cpennee Bpems BeinoiHeHus Tecta Xpert GBS npu nepBonavanbHOM
TECTUPOBAHHUH OT 3aITyCKa JI0 COOOIIECHMS pe3yibTaTa coctaBuio 1,84 gaca (s Bcex
390 yuacthuir). CpenHee BpeMs BbINOJHEHUS TecTa Jjis 360 ydacTHUIL C
JNEUCTBUTEIBHBIMHU PE3YJIBTaTaMHM ITOCIIE MEPBOM MONBITKKA COCTaBWIO 1,76 vaca.
Cpennee BpeMs BbInojgHeHUs Tecta i 30 y4acTHHUI] C JE€HCTBUTEIbHBIMU
pe3yJibTaTaMu MOCJe BTOPOU MOMBITKUA COCTaBWIO 2,74 yaca. Menuana BpeMeHH
BBINOJHEHUS TecTa i1 360 ydacTHUIL ¢ AEHCTBUTEILHBIMU PE3yIbTaTaMM MOCIIE
MEepBOM MOMBITKU cocTaBuia 1,47 vaca, a ma 30 yyacTHHIL ¢ I€HCTBUTEIbHBIMU
pe3yapTaTaMu Mocje BTOPOM nonbiTku — 2,44 yaca.

20 Xpert® GBS
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Ta6bnuua 6. Bpems BbINonHeHUs1 TeCTa C MOMEHTa 3anycka Ao coooLeHus
pesynsraToB, 390 nauMeHTOK B nepuoa poaos

Beero Pe3ynb1:aTb| nocne PesyanaTbl nocne
NnepBOW NONbITKW BTOPOW NONbITKN
CpenHee (4achbl) 1,84 1,76 2,74
MeaunaHa (4achbl) 1,48 1,47 2,44

22 AHanutuyeckas cneundpPuyHOCTb

BbLI0 BBIMOIHEHO TECTUPOBAHUE MPUOOPETEHHOM JOCTYIIHOM B IMPOAAXKE MMAHETU
ountienHoit reaomHou JJHK u3 101 mrramMmmoB, BKItoUaromieii 28 mraMMoB
CTPENTOKOKKOB, 73 JIpyrux ITamMma, poACTBEHHBIX (puiioreneruyecku S. agalactiae,
Apyrue MUKpOOpPraHu3Mbl (0akTepuu v rpubKu), 0OBIYHO OOHAPYKUBAaEMbIE B
COCTaBe BarvHaJbHOW W peKTalbHON MuUKpodiIopsl, a Takke JJHK genoseka.
TectupoBaHue BBITIONHSAIN B TPEX MOBTOpax mpu 1,5 HI/25 MKII Ha peakuuro (~2 x
10° 9KBUBAJICHTHBIX TCHOMHBIX KOIHil Ha peakuuio). Hu ogun u3 28 u3o0msiTOB
CcTpenToKoKKoB (He sBistomuxcst CI'b) He gan monoxuTenbHbIX pe3yasraroB. U3
OCTaJIbHBIX 73 MITAMMOB, CIa00NOJIOKUTENbHAS PEAKLIMSI B OJHOM U3 LIECTU
MOBTOPOB ObIIa MOJy4YeHa IS YeThIpeX mTaMMOB (Enterococcus gallinarium,
Staphylococcus simulans, Micrococcus luteus u Propionibacterium acnes).

23 AHanuTuyeckas YyBCTBUTENbHOCTb

AHaIUTUYECKYIO UYyBCTBUTEIBLHOCTh UK mopor ooHapyskenus (LOD) onpexnensnu ¢
ucnosb3oBanueM 11 mrammos S. agalactiae. I3BecTHBI YEThIPE OTAEIBHBIX CEPOTHUIIA
CI'b (Ia, Ib, II, 111, IV, V, VI, VII u VIII). BonsmmHCTBO Ciiy4aeB HEOHATAIHHOTO
cericuca, Boi3piBaeMoro CI'b, cBs3anbl ¢ omanM u3 4 cepotunos: la, Ib, II wmm 111,
Tun V CI'b umeer BaxxHoe stuonorunyeckoe 3HaueHue B pazputuu CI'b-undexnun B
CIIIA, a mrrammsl TunoB VI u VIII pacnpoctpaHeHsl y KEHIIUH B Stnonnn.”
KynbsTuBHpOBaHHBIE MUKPOOPTaHU3Mbl B U3BECTHON KOHIIEHTPALIMHU TECTUPOBAJIH B
4eThIpex MoBTOpax. B Tabnuiie 7 moka3zaHbl MUHUMAJIbHBIE KOHIIEHTPAIIUU KaXKI0TO
MOJITUTIA, C UCTIONIH30BAHUEM KOTOPBIX OBLIM MOJIYUYECHBI MOJOKHUTENIbHbBIE PE3YIbTaThI
BO BCEX YETHIPEX IMOBTOPAX.

Ta6bnuua 7. Mopor oGHapyXeHUs AN KaXa4oro U3 TeCTMpoBaBLUNXCS

cepoTunoB
Cepotun KOE/30HA-TaMnNOH
ATCC 12973 (II) 250
la/c 250
Ib/c 250
I 250
1] 250
\Y; 250
IVc 250
V 250
Vi 250
VI 250
VIl 250
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24 BocnponsBoguMocCTb

[Tanens 0Opa3uoB ¢ pasnuunbiMu KoHUeHTpauusmMu CI'b u Lactobacillus acidophilus
(oTpuLaTenbHbIe 00pa3ilbl) TECTUPOBAIM B TPEX MOBTOPax B TeueHHe 10 paznuyHbIX
JTHEH B KaKJIOM M3 TPEX MCCIEIOBATEIbCKUX IEHTPOB (4 obOpasma X 3 X 10 gHe# X

3 uentpa). Bo Bcex 3 uccnenoBareabCKUX LEHTPAX UCIOIb30BAIN OAHY MapTHUIO
HabopoB Xpert GBS, cormacuo nponenype BoinoaHeHust recra Xpert GBS.

Ta6bnuua 8. O630p pe3ynbTaToOB NO BOCMPON3IBOAUMOCTHU

Oxunpaem
ble O6wee | OBwWMiL %
O6pasew, KOE/ | Lienp | LlenTp | LlenTp | pesynsta | = " |~ e:|
30HAO-TAaMMNOH 1 2 3 Tbl Men mﬁn
(avwanaso
H Ct)’
OTtpuuar. Ha
OTtpuuate
_CFB . NbHbIV o
L. acidophilus | 30/30 | 30/30 | 30/30 (0 vm 90/90 100 %
1,7 x 10* KOE/ >42)
30HA-TaMNOH
Hu3k. copepx.
Crb Monoxure o
6,2 x 102 KOE/ 30/30 | 30/30 | 30/30 BB 90/90 100 %
30HA-TaMMNOH (31-41)
YmepenHoe MonoxuTe
conepk. CIB | 445, | 30/30 | 30/30 |  mbHbli 90/90 100 %
8,3 x 10° KOE/ (27-37)
30HA-TaMNOH
Bbicokoe
coaepx. CI'b Monoxwute o
1.3 x 105 KOE/ 30/30 | 30/30 | 30/30 BB 90/90 100 %
30HA-TaMMNOH (19-29)
O6wwee 120/ 120/ 120/ o
coBrnageHue 120 120 120 360/360 100 %
% coBnageHun | 100 % | 100 % | 100 % 100 % 100 %

1Oxunagaembli gnanasoH 3HadyeHuin Ct; Bce 3Ha4eHusi HaXoaunmch B npepgenax oxxmgaemoro

[manasoHa.
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PacnonoxeHue wrtab-kBapTup kopnopauun Cepheid

FonoBHoOM ochuc EBponenckun ocduc
Cepheid Cepheid Europe SAS

904 Caribbean Drive Vira Solelh

Sunnyvale, CA 94089 81470 Maurens-Scopont
CoeguHeHHble LTtaTel AMepuku dpaHums

TenedoH: + 1 408 541 4191 TenedoH: + 33 563 825 300
dakc: + 1408 541 4192 dakc: + 33 563 825 301
www.cepheid.com www.cepheidinternational.com

UHcpopmauma o npoussoauTene

Cepheid, 904 Carribbean Drive, Sunnyvale, California, 94089, USA.

(Cedun, 904 Kapu66un [lpaiiB, Canauseiin, mrar Kamudopuus 94089, CILIA)
Ten\ dakc: ++1 408-541-4191\ +1 408-541-4192

email:: techsupport@cepheid.com; support@cepheideurope.com

MapaHTUM npousBoauTens

[TpousBoaCTBO MMeEET cepTU(DUIIMPOBAHHYIO Ha COOTBETCTBUE TPEOOBAHUSIM
MeXIyHapoaHbiX ctanaapToB [SO 13485 cucremy MeHeIKMEHTa KaueCTBa.

ITo Bompocam, kKacarImmMcs KadecTBa U oOpalieHus Habopa peareHToB, 00paTUTECh
K YIIOJTHOMOUYEHHOMY TpecTaBuTelto Ha Tepputopuu PO: OO0 «PycJITy.

P®, 117335 . Mockaa, yi. BaBuiiosa, a. 69/75, stax 8, kom. 29

Ten.: +7(499)-350-50-98. e-mail: info@ruslt.ru.

YcnoBua ytunusauum

Hcmonp30BaHHBIC U3ICTUS OTHOCITCS K OTXOAaM Kiacca b m yTunusupyrorcs B
cootBercTBuM ¢ CaunlluH 2.1.7.2790-10

«CaHUTapHO-IMTUIEMHUOJIOTUYECKHE TPEOOBAHMS K OOPAIICHUIO C MEIUIIMHCKUMHU
oTxoaamu» (yTB. MOCTaHOBJICHHEM [ J1aBHOTO TOCYIapCTBEHHOTO CAHUTAPHOTO Bpaya
P® ot 9 nexabps 2010 . N 163).
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30 TexHuuyeckasa nogaepkka

[Ipexxne uem oOpaiarecs B CIy>kK0y TeXHHUUECKOW moanepkku komnanuu Cepheid,
MOJTOTOBBTE CIEAYIOLIYI0 HHPOPMALIUIO:

* Ha3Banue uznenus

*  Howmep naptum

*  Cepuiinblilt HOMep npudopa

*  CooOmienust 00 omuOKax (eciu UMEIOTC)

* Bepcus nporpaMMHOro o0ecredeHus v, pu HaJIU4uu, CEpBUCHBIA HOMEP
KOMIIbIOTEpA

KoHTakTHasa nHdopmaumsa
CoenvnHeHHble WTaTtel AMeprkn  dpaHums

TenedoH: + 1 888 838 3222 TenedoH: + 33 563 825 319
ALpec aneKTPOHHOM MOYTbI: ALpec aneKkTPOHHOW MOoYThI:
techsupport@cepheid.com support@cepheideurope.com

KonTakTHas nH(bopManus Bcex 0(prucoB CIry:KObI TEXHHUYECKON MOACPIKKH KOMITAHUH
Cepheid nmoctynHa Ha HameMm BeO-calTe:
www.cepheid.com/en/CustomerSupport.

Xpert® GBS 25
300-8907-RU-RU, Peg. M 2024-04 r.



Xpert® GBS

31 YcnoBHble 0003HaYeHUsA

CumBon 3HayeHue
KatanoxHbin Homep
MeguunHckoe usgenve ans AnarHocTuKu in vitro
@ He ncnonb3oBaTtb NOBTOPHO
Kog naptum
[1d] O6partntechb K MHCTPYKLUKM MO NPUMEHEHMIO
A\ OcTopoxHo!
e MpownssoanTens
] MecTo npousBoacTea
Y Coaep>XMMoro 4OCTaToOMHO ANns NpoBeAeHus <n>
TECTOB
KoHTporb
% CpOK rogHoCTH
CE€ Mapka CE — EBponenckoe cooTBeTCTBUE
e TemnepartypHble orpaHuyYeHus
A\ Buonornyeckas onacHocTb
_Q> MpenoctepexeHue
EC[REP| | YNonHomo4eHHbIN npeactaBmTens B EBponenckom
CoobuwecTtBe
| cH [REP| | YnonHoMoueHHbIV npeacTtasutens B LUsenuapun
ey NmnopTep
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