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Kasak

KONOAHY MAKCATbI

BD ProbeTec ET System (xyieciHae) ceiHanfaHaa, BD ProbeTec ET Chlamydia trachomatis (CT) Amplified DNA Assay
(MukpoopraHuamaepain kywentinred AHK tangaynapsivga) C. trachomatis HPEKUMACHIHBIH XYKKaHbIHbIH, Aaneni peTiHae

aTblp MOMbIHLbIFBIHBIH, XafbIHAbICbIHAH, €p afaMaapablH HECEN XOMbIHbIH XXaFbIHAbICbIHAH XaHe aen MeH ep agaMmaapablH,
Hecen ornblHaH anblHFaH ynrinepaeH Tikenen, canansl Typae Chlamydia trachomatis QHK-napbiH aHbikTay ylwiH SDA (Ti36ekTi
bIFbICTBIPYMEH KYLLENTY) aaici nanganaHbinaabl. Ynrinep uHdgekuusi 6enrinepi 6ap He ok emaenyLlinepaeH anbiHybl MyMKiH. Benek
KywenTy Tekcepyi KigipTy cbiHafFbIHbIH KOCcbiMLackl 6onbin Tabbinags (BD ProbeTec ET CT/AC Reagent Pack [peareHT xuHarbl]).
BD ProbeTec ET CT tangaysiH BD ProbeTec ET System (kyieciHae) Hemece BD ProbeTec ET System (xyieci) meH BD Viper
instrument (KypanbiH) Gipre naaanaxbin xacayra 6onagpi.

KbICKA CUNNTATTAMACBI MEH TYCIHIKTEME

Chlamydia trachomatis nHdexkumsanapbl — AKLL-Ta eH Xui Ke3aeceTiH, XbIHbICTbIK kKaTbIHAC apKbibl TacbiMangaHaTbliH 6akTepusnbik
aypynap. AKLL-Ta ap XbIn cavibiH LiaMameH 4 MUMNMMOH XaHa XNamMuanos xargavibl, an oykin anemae 50 MUNNMOH XaHa xargan
aHblKTanagpl Aen xxopamangaraasl. -3 Oiengepain AKLL-Tarbl xnamuans GakTepusichiH XKyKTbIpFaH aenaepain caHbl 1996 xbinbl
100 000 xaH ywiH 186,6 6onapbl. 1996 xbinbl AKLL GoiibiHLWA XnaMuans MHeKUUACbIHbIH TipkenreH caHbl 490 080 Gonabl.2

Xnamugns — Mpam GoibiHWa 6osanmanTbiH (Tepic), epekLue xarfganapl Tanan eTeTiH xacyLwa iwingeri 6akrepus. Onap apHaibl
008y acanfaHHaH KeWiH XXeHin MUKPOCKOMUS apKbifbl XXacyLUbl KyNbTypachiHbIH iliHAe 6ankanaTblH epekLue xacyLa iwiHgeri
Gipirynepai Tysenai.4 Chlamydia trachomatis svienpepae LepPBULMT, YPEeTPUT, CanbUHIMT, MPOKTUT XoHe SHAOMETPUT aypynapbiHbIH,
an ep agampapaa ypeTpuT, anManauMunT xXaHe NPOKTUT aypynapblHbiH nanga 6onybsiHa ceben 6onagel. KywTi aypynapasl aaetTte ep
apjampap cesiHepgi, cebebi avienaepae nHdekumsaHbIH elukaHaan 6enrinepi 6onmangbl. MHdekums xykkaH aengepgin 70-80%-Haa,
an ep agamaapabiH 50%-Haa ewwkangan 6enri 6arkanManTbiHbl aHbIKTanAbl. Onenaepaeri kentereH xnammansa nHekumsanapbl
empeyci3 kanagel. byn e3 keseringe, 6egeynikke anbin kenetiH Herisri ceben 6onbin TabbinaTelH TEMeH AeHrenaeri dannonves
TYTiKTEpiHIH KabbiHybIHa anbin keneqi. CoHpari-ak, 6yn opraHM3MAaep Tyy XOmblHAA TacbiManaaHbir, XaHa TyFaH HOPEeCTEHIH,
KOHBIOHKTUBUT XaHe/HeMece XNaMuausnblk ekne KaBblHybIMEH ChipkaTTaHyblHa ceGen 6omybl MyMKiH.45

C. trachomatis 6akTepusinapblH aHblKTayablH Kasipri TaHAarbl 8AiCTepiHe KynbTypanblk, UMMyHAbI Tangaynap, KylwemnTinvereH

XeHe KyLIeNTinreH ynrinep xaragbl.46.7 KyweiiTinreH sgictepaid AaMmybl 6apbiCbiHAa, OHbIH KYLLEUTINIMEreH aAicke KaparaHaa eki
apTbIKWbINbIFbl @HbIKTan4bl: XXofapbinaTbifiFaH cesiMTanablk )kaHe ap Typni yiri TypnepiHe kongaHy MyMKiHAIr. ¥3ak yakbIT 601bl,
kynetypa C. trachomatis xnamnausicblH aHblKTayablH “anTblH cTandapThl” 6onbin caHangbl. [lereHMeH, KynbsTypa HaTvkenepi ap
3epTxaHaga ap Typni 6onagbl xaHe KyHAenikTi Toxipnbe kepceTkeHAeN, onapabl KYLLEeNTINreH aaictepre kaparaHaa cesiMTangbifbl
TemeHipek. BipHelue CT 6akTepuscbiH aHbIkTay SAiCTEPiHIH BipiKTipinreH HaTWXenepi )xaHa cbiHaKTbl Garanay AanairiH apTTbipagbl
XKeHe aypyabl XKYKTbIPFaH XaHe XyKTblpMaraH emaenyLuinepai HakTelpak aHblkTayFa MyMKiHAik 6epegi.

BD ProbeTec ET System (xyviecimeH) konpganbinraHaa, BD ProbeTec ET Chlamydia trachomatis Amplified DNA Assay (Chlamydia
trachomatis kywewTinreH AHK TangayeiHga) Kywenty agici petinae 6iptekti SDA TeXHONOrusicbl, an emxaHansik ynrinepae

C. trachomatis [IHK-napbiH aHbIKTayAbIH a4ici peTiHae nioopecUeHTTi aHeprusHbl TackiMangay (ET) naganaxbinagb.8-10

NPOLEAYPAHbIH MPUHUUNTEPI

BD ProbeTec ET Chlamydia trachomatis amplified DNA assay (Chlamydia trachomatis kywewTinren JHK Tangaybl) Kywenty
npavimepnepi MmeH dntoopecLeHTTi benrici 6ap AeTekTop 30HABIH NanaanaHbin 6ip yakelTTa KyLWenTy xacay xaHe makcaTtTbl JHK-HbI
aHblKTay HerisiHae »acanagbl.% 10 SDA peareHTTepi TacTanatblH eki 6enek WafbiH TYTIKTi NnaHweTTepae KenTipineai. ©xHgenrex
YIri KyLenTy npaviMepnepi, noopecLeHTTi )Kancbipmachl 6ap AeTEKTOp YLLUbl XaHe KYLUEeNTY YLUiH kaxeTTi 6acka peareHTTepaeH
TypaTblH TONTbIPYFa apHanfaH LWarblH TyTikke canbiHagbl. MIHkybauusiaaH kewiH, peakums kocnacbl SDA yLUiH KaXeTTi eki hepMeHTi
(AHK-nonumepasa xaHe LueKkTey SHAOHyKneasachl) 6ap KyLuenTyre apHanfaH LwarblH TyTikke TacbiMangaHagbl. JllactaHyabl
6onablpmay YLUiH, KyLlenTyre apHarnfaH LarbliH TYTIKTiH ay3bl 6iTenin xabbinbin, KyLenTinreH eHiMaep OybIHbIHBbIH 8P peaKkUUsiCbiH
KaparananTbiH, TemnepaTtypachl 6akbinaHaTbiH (roOPECLEHTTI OKy KypbliFbiCbiHa MHKybauusinaHaabl. CT 6akTepusicbiHbIH, 6ap-
xofbl BD ProbeTec ET MOTA (XKbingampatygaH 6acka aic) caHafbl MEH anfblH ana aHblKTanfaH LeKTec MaHAEPIHIH, YAriCiH
GavinaHbICTbIPY apkbinbl aHbikTanagbl. MOTA caHafbl peakums HOTUXKECI PeTiHAE XacarnfaH curHangblH KyLwiH 6aranay yLiH
nanganaHbinarbiH enwem 6onbin Tadbinagb.

Byn KocbiMwwa 6eTTe eki Typni Tanaay xuHarbiHbiH (CT peareHT xuHarbl xxaHe CT/AC peareHT XuHafbl) CbiHak npoleaypanapsi
cvunattanagbl. CT Reagent Pack (peareHT xuHarbl) NanganaHbinfaH xargaaa, ap ynri xkeHe 6akbinay WwarblH TYTIKTI nnaHweT
iwiHge Tekcepineai: HaTuxenep oH Hemece Tepic peTiHae anropuTM apkbinbl xabapnaHagbl. CT/AC Reagent Pack (peareHT
XWHaFbl) NaganaHbinFaH xargaaa, ap ynri xkeHe bakbinay eki 6enek WwarbIH TyTiKTepAiH iwiHae Tekcepinei: C. Trachomatis xaHe
KywenTty 6akpinaybl. KywweinTy 6akpinaybiH xacayablH MakcaTbl SDA peakumscbiH TEXEWTIH YriHi aHblkTay 6onbin Tabbinaabl.
Results are reported through an algorithm as positive, negative or indeterminate.



PEATFEHTTEP

Op BD ProbeTec ET CT (Reagent Pack) peareHT xuHafbIHbIH iLLiHAE TeMeHaerinep 6onaapl:

Chlamydia trachomatis (CT) TonTblpyfFa apHanfaH LiafblH TyTikTep, 4 x 96:

4 OnuroHykneotua = 7 nukomonb; dNTP = 35 HaHomonb; Bydepnep meH TypakTaHablprbiLUTapbl 6ap AeTeKTop yiibl = 25 NMKOMOTb.
Chlamydia trachomatis (CT) KyLlenTyre apHanfaH LwarbiH TyTikTep, 4 x 96:

LLekTtey cbepmeHTi = 30 Gipnik; OHK-nonumepasa = 25 Gipnik; Bydepnep meH TypaktaHablpfbiutapbl 6ap dNTP’s = 80 HaHOMOTb.
BD ProbeTec ET CT/AC Reagent Pack (peareHT xuHarblHAA) )KOFapblaa KepCeTINreH peareHTTepre koca TemeHaerinep 6ap:
KywenTty 6akpinaybl (AC) TonTbipyFa apHarnfaH LarbiH TyTikTep, 4 x 96:

4 OnuroHykneoTua = 7 nukomonb; dNTP = 35 HaHoMonb; AeTekTop 30HAB! = 25 NMkomornb; Bydepnep MeH TypakTaHAbIpFbILITaphb
6ap pGC10 TisbekTenreH nnasmuaTiH = 1000 keLipmeci.

KywenTy 6akbinaybl (AC) kyLLenTyre apHarnfaH warbliH TyTikTep, 4 x 96:

LLlektey dbepmeHTi = 15 Gipnik; AHK-nonnmepasa = 2 Gipnik; Bydepnep meH TypakTaHabliprbilwTapbl 6ap dNTP’s = 80 HaHoMOnb.
ECKEPTNE: OSp warblH TyTik AopbackiHaa 6ip binFangbl )KMHaNTbIH ceMke Gonagbl.

Kocankbl kypangap: npumzaey kaknakrapbl; 40 kywenTyai repmeTunsauusinay Kypansl, 20 Kokbic gopbacsl.

BD ProbeTec ET (CT/GC) Control Set (6akbinay »xuHarbl), = 5 pg Salmon cbiHaktapbiHbiH JHK-cbl 6ap, pCT16 TisbekTenreH
nnasmuaTin* 750 kewipmeciH xaHe pGC10 TisbekTenreH nnasmuativ* 250 kewwipmeciH kamTutbiH 20 CT/GC Positive Controls

(oH Gakpinaynapsl) (kenTipinreH 50 mkn); = 5 pg Salmon cbiHakTapbiHbiH JHK-cbl 6ap 20 CT/GC Negative Controls (Tepic
6akpinaynapbl) (kenTipinreH 50 mkn); BD ProbeTec ET CT/GC Diluent tubes (epiTiHai TyTikTepi) — ap kalbicbiHAa kanuin docdaThbl,
DMSO, muuepuH, 20 NONMOKCUITUNEH MalnblK KbILLKbINbIHbIH 3dupi xaHe 0,03% Proclin (kopraHbic) 6ap 2 Mn ynri epiTiHAICIHIH
400 TyTiri; BD ProbeTec ET Diluent (epitiHaici) (CT/GC) — kanun docdatbl, DMSO, rmuuepuH, 20 NONMOKCUITUINIEH MalnbIK
KbILLKbIMbIHBIH, 3dupi xaHe 0,03% Proclin (kopraHbic) 6ap 225 mn ynri epiTiHAici.

* CnekTpodoTomeTpukanblk aaic apkbinbl JHK KoHLEHTpaumsAChiHbIH, Menwepi 260 HM AeHreniHae ekeHi aHblKkTanbi.

Kypan, Kypbinfbi xaHe xababikrap: BD ProbeTec ET Instrument and Instrument Plates (kypanbl )aHe KypanapiH,
Taktavwanapsl), BD ProbeTec ET Lysing Heater, Lysing Rack and base (n13nc kbi3gblpfbilLbl, TM3UC COPECi MEH Herisri 6eniri),
BD ProbeTec ET Priming and Warming Heater (npumzaeyre xaHe XbInbITyFa apHanfaH Kbi3ablipfbilibl), BD ProbeTec ET Pipettor
and Power Supply (Tamwybip-go3aTopbl MeH KyaTneH xababiktay kypansl), BD ProbeTec Urine Preservative Transport Kit (Hecen
KOHLIeHTpaTbIH TackiMangay *uHarbl), BD ProbeTec ET Sample Tubes, Caps, and Pipette Tips (ynri TyTikTepi, kaknaktapbl MeH
Tambidy ywtapbl), BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Endocervical
Specimen Collection and DRY TRANSPORT Kit (kywewTtinreH AHK Tanaaysl ywwiH aHaouepBuKkanapl ynrinepdi xuHay meH KYPFAK
TYPOE TACBIMATOAY xuHarbl) Hemece BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified
DNA Assay Collection Kit for Endocervical Specimens kywenTinren [IHK Tangayel yLwiH sHaouepBuKangbl yarinepai xxuHay
KypangapblHbiH )uHarbl), BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Male
Urethral Specimen Collection and DRY TRANSPORT Kit (kywewTinreH JHK Tangaybl yLiiH epnepaiH ypeTpanabl YAriciH XuHay
MeH K¥PFAK TYPOE TACbIMAJIOAY >xuHarbl) Hemece BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC)
Amplified DNA Assay Collection Kit for Male Urethral Specimens (kywenTinren [JHK Tangays! ywiH epnepgin ypeTpanabl YAriciH
XMHay KypangapblHbIH XXUHAFbI).

KaxeTTi, 6ipak 6epinmereH matepuangap: 2 000 x r xbingamablKTel LeHTpudyra, Wwarkarbllw, konFantap, 1 mn, 2 mn xaHe 4
mn Tamwybipnap, ELIMINase, DNA AWAY Hemece Alconox* 6ap 1% (kenem/kenem) HaTpuid TMNOXIIOPUTI, anUKBOTTbI epPITKILLTI
cakTayfa blHFannbl Ta3a biablC, TauMmep, CiHIprill kafFas, Hecen YNrinepiH XXuHayra apHanfaH cTepunbii kaknakrap.

*1% (kenem/kenem) HaTPU rMNOXIOPUTIHIH 1 NUTpiHe 7,5 r Alconox KocCbin, OHbl WankaHbl3. KyHae )aHacbliH AanbiHOaHbI3.
Cakray xaHe eHAey Tanantapbl: PeareHTTepai 2—-33 °C TemnepaTtypaga cakrayra 6onaabl. PeareHTTepain kopantapbl
alblnmMaca, onap xapamabinbik Mep3iMiHe aeriH 6y3binmanabl. [lopback! albinca, )akcbl abbliFaH xafganaa WarblH TyTikTep 4
anTara Hemece >xapaMAbifblK Mep3iMiHiH COHbIHa AeniH xapamabl 6onagbl. MysgatnaHbi3.

EckepTynep MeH cakTbIK Wapanapbl

In vitro pnarHocTMKanbik KongaHyrFa apHarfaH.

1.  Buonornsanelk ynrinepmMeH XXyMbIC iCTEreH Ke3ae, Xeke KOpFaHbIC KMIMiH XX8He Ke3 KOPFaHbIChIH KUIHi3.

2. byn peareHT 6ymacel BD ProbeTec ET System (xyiiecimeH) aHaoLepBrKanabl XXeHe epnepaiH ypetpanabl XafblHAbICbIH,
epriep MeH arengep HecebiHiH ynriciH Tekcepyre apHarfaH.

3. OHpouepBuKangbl XafblHAbI YAriNepiH xuHay yuwiH, Tek BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae
(CT/GC) Amplified DNA Assay Endocervical Specimen Collection and DRY TRANSPORT Kit (kywewTinren AHK Tangaybl
YLWiH 3HAouepBukangbl ynrinepai xvHay meH KYPFAK TYPOE TACBIMATIAAY xuHarbl) xaHe BD ProbeTec ET Chlamydia
trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Collection Kit for Endocervical Specimens (kywewTinren QHK
Tanaaybl yLWiH 3HAOLepBYKanabl YNrinepai xxuHay kypanaapblHbiH XXUHaFbl) MakySihaHFaH.

4. EpneppaiH ypeTpangbl xafblHAbl YNrinepiH xwuHay ywiH, Tek BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae
CT/GC Amplified DNA Assay Male Urethral Specimen Collection and DRY TRANSPORT Kit (kywewTinren JHK Tangaybl
YLWiH epnepaiH ypetpanabl ynriciH xuHay meH KYPFAK TYPOE TACbIMANOAY xuHarbl) Hemece BD ProbeTec ET Chlamydia
trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified Assay Collection Kit for Male Urethral Specimens (kywenTinren JHK
Tangay ywiH epnepaid ypetpanabl YAriciH )XuHay KypangapbiHblH XUHafbl) MakynaaHFaH.

5. Hecen ynrinepi ywix Tek BD ProbeTec ET Urine Processing Pouch (UPP), BD ProbeTec Urine Preservative Transport (Hecen
KOHCepBaHTbIH TacbimMangay »xwuHarbl) (UPT) xaHe KoHCepBaHTChI3 (Ta3a) HecenTi NanganaHyra pykcar eTinreH.



6. 3epTxaHanap anbiHFaH H6acka xafblHAbIHBI HeMece HecenTi, coHaari-ak BD ProbeTec ET CT TangaybiMeH KongaHbinaTbiH
TacbiManzay KypbirFbinapbiH TeMeHaeri agebvet 6ovbiHwa pactangbl: “Verification and Validation Procedures in the Clinical
Microbiology Laboratory”; Cumitech 31, B.L. Elder et al., American Society for Microbiology, Washington D.C., February, 1997
(“EmxaHanbik MUKpoGUronorusnblik 3epTxaHagarsl TEKCEPY XoHe pacTtay npouenypanapsl’; Cumitech 31, B.L. Elder xaHe
backanapbl., AMepuKanblk MUKpOOUonornst KoFamel, BalmMHITOH kanachl, aknaH, 1997 x.).

7. 3epTxaHapa xarblHObl 6onmaraH ke3ge, CT/GC epitkiw TyTiriH BD ProbeTec ET CT/GC Amplified Assay Collection Kits
(KyLLeWTinreH Tangay XvHarblHaH) TekcepMeHis. On xxanfaH Tepic HaTuxke 6epyi MyMKiH.

8. ©HpgenreH ynrinepgi TONTblpyFa apHanfaH LWafblH TYTIKTepre XeHe ynrinepgi TonTbipyfa apHanfaH LWafblH TYTiKTepaeH
KyLLeWTyre apHarnfaH LafblH TyTikTepre Tacbimangay yuwiH Tek BD ProbeTec ET Pipettor (Tamwyblp-go3atopnapbl) MeH
BD ProbeTec ET Pipette tips (TambI3dy ylwiTapbiH) narganaHbiHbI3.

9. TMapTus Hemipnepi apTypni )XMHaKTapablH peareHTTepiH apanacTblpMaHbl3 HeMece aybICTbIPbIN arMaHbI3.

10. KnuHukanelk ynrinepae natoreHik MUKpPO opraHu3maep, COHbIH illiHAe renaTuT BUpyCTapbl MEH afaMHbIH UIMMYHUTET
TanwbinbiFbl BUpYChl (AUTB) 6onybl MymkiH. KaHMeH HeMece Backa AeHe cyiblKTapbiMeH ByniHreH 3aTTapapl Tasanay yLuiH
“CTaHaapTThl cakTblk Wwapanapbl”11-14 xeHe KnMHKUKanbIK Hyckaynap opbiHAanybl KEpex.

11. KonpaHbinfaH Tambl3y yLITapblIH, YNri TYTIKTEPIH, TONTbIPYFa apHarnFfaH WarbiH TyTikTep MeH 6acka aa Gip peT napganaHbinaTbiH
3aTTapAbl apHalibl 3epTxaHarblK KOKbICka TacTaHbl3. bip peT nanganaHbinateiH 3aTTapabl abainan TactaHbl3. Kokbic
bIAbICTapbIH KyHAENIKTI Hemece 3/4 Geniri TonFaH Ke3ae MbIKTan >aybin TacTaHbI3.

12. KypamblHAa KongaHbliMaraH TONTbIpyFa apHarfaH LarbiH TYTIKTEP MEH KyLLEWTyre apHasfaH LarbiH TyTikTep 6ap peareHTt
popbanapbiH allkaHHaH KeliH, kavTagaH meiktan xaby KEPEK. PeareHT gop6anapbliH alunai Typbin KypFaTKbIll 3aTTbiH 6ap
EeKeHiHe K83 XETKI3iHi3.

13. KypamblHAa KyLlenTyre apHanfaH warblH TyTikTepi 6ap TakTawaHbl BD ProbeTec ET Priming and Warming Heater
(NpyMAgeyre aHe XbInbiTyFa apHanFaH kpi3abipreiltad) BD ProbeTec ET Instrument (KypanbiHa) XbimKbITRan Typbim,
KYLLEeNTyre apHarnfaH LWarblH TYTIKTEpAi repmeTu3auust KypanbiMeH Mbiktan xaby KEPEK. KyLenTy xeHe aHbikTay peakumschb
XabblK Typae >Kakchbl XYPeAi XaHe on KyLLenTy eHiMAepiMeH Kyparnbl XXaHe XXyMbIC OpHbIH Byngipmey yuiH kaxerT. LaFbiH
TYTiKTEpAEH Xaby MaTepuarnblH elKallaH anMaHbi3.

14. KanablK CyibIKTbIFbI (TONTBIPYFa apHarFaH LaFbiH TYTIKTEPAEH KYLLEWTYre apHarfaH LaFbiH TYTiKTepre aybICTbipFaH CoH) b6ap
YIri TONTbIpYFa apHarnfaH WwarblH TyTikTep 6ynaipy kesi 6onbin Tabbinaabl. TONTbIpyFa apHanfFaH LWafblH TyYTiKTepAi Tactay
angbiHAa AypbicTan xabblHpI3.

15. KywevTyre apHanfaH eHiMaepMeH >XyMbIC OpHbIH BynAipin anmac yLuiH, TEKCepInreH KylenTyre apHanfaH LarbiH TYTiKTepai
TacTaraHga, peareHT OymacbiHaa 6epinreH Kokbic JopbanapbiH nanganaHbiHbi3. Tactay angbiHaa gopbanapabii MbiKTan
abblSiFaHbIH TEKCEPIHI3.

16. BD ProbeTec ET gu3aiHbl Tekcepy aiMarblHbIH KYLLEWTYre apHanfaH 3aTTapMeH GyniHyiH asaviTyra apHanfaHablKTaH, apHambl
KYMbIC OpblHAAPbI KaXeT eTinmece e, byniHyai, acipece eHaey bapbicbiHaa ynrinepaid 6yniHyiH kagarananTbiH 6acka ga
CaKTbIK LLapanapbiH OpbiHAAY KaXeT.

17. Ynrinepae 6yniHy xaffaibl opblH aniMaysbl YLUiH, NM3UC yhrinepi MeH bakbinay epiTiHAinepiHEH KaknakTapbIH anfaH xaHe
TactaraH coH, KONFAMTbI AYbICTbIPbIHbI3. Konranka ynri Tce Hemece on binfFangaHca, 6acka ynrinepgi 6ynaipin anvac
YLUiH, KOMFanTbl Aepey aybICTbIPbIHbI3. XKyMbIC OpHbIHA Kipy KoHe ofaH LUbIFy anabliHAa KOMFanThl ayblCTbIPbIHbI3.

18. XyMbIC OpHbI HEMece Kypan ynrinepmeH Hemece 6akbinay epitiHainepimeH OyniHreH xaraanaa, oyniHreH anmaxtsl ELIMINase,
DNA AWAY HeMmece Alconox kocbinFaH 1% (kenem/kenem) HaTpui runoxniopuTiMeH MyKUSIT Tadanar, >xakcblnan cyMeH
LavibiHpI3. ORAeyai 6actamac OypbiH, )XyMbIC OPHbIH 864eH KypFaTbiHbI3.

19. INnsuc cepeciHe walublparaH xarpanga: blasictel ELIMINase, DNA AWAY Hemece Alconox KocbinFaH 1% (kenem/kenem)
HaTpuii rMnoxnoputiHe 1-2 MUHYT Many KaxeT 6oMybl MyMKiH. 2 MUHYTTaH acblpMaHbi3. CepeHi xakcblnan CyMeH Luaibin, allblk
ayafa KenTipiHi3.

20. Bykin xymbic opHbIH (YcTen beTTepi meH kypan 6etTepi) ELIMINase, DNA AWAY Hemece Alconox kocbinFaH 1% (kenem/kenem)
HaTpuii TMNOXNOPUTIMEH KYH caliblH Ta3anan oTbIpbiHbI3. XKakcbinan cymMeH wanblHbi3. Keneci Tekcepy )yMbICblH 6acTay yLuiH,
XKYMbIC OpPHbIH 86€eH keby Kepexk.

21. TasanaraHga ketnewnTtiH BD ProbeTec ET KypanbiHbIH iWwiHAeri WwawbipaHabl Hemece OHK 6yniHyi cusikTel epekiue xargan
OpbIH anca, TeXHUKanbIK KbI3MET KepceTy opTarnbifbiHa XabapnaHpl3.

YNCIHI )KUHAY XXOHE TACbIMANOAY

BD ProbeTec ET System (xyweci) TvicTi )xuHay aiciH nanganaHbin aHAoLepBrKanabl XafblHAbINap, epnepai ypetpanapl

XafblHAbINapbl MeH eprep MeH aenaepaid Hecen ynrinepingeri Chlamydia trachomatis iHdeKUMANapbIH aHblKTayFa apHarnfaH.

BD ProbeTec ET Instrument (KypanbiHAa) TekcepineTiH )afblHAbl YATNEpiH XuHayfFa apHanfFaH Kypanaap:

* BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Endocervical Specimen
Collection and DRY TRANSPORT Kit (kywewTinren JHK Tangaysl ywiH aHaouepsrkangpl ynrinepai xxunay meH KYPFAK TYPOE
TACbBIMANOAY xuHarbl)

» BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae CT/GC Amplified DNA Assay Male Urethral Specimen
Collection and DRY TRANSPORT Kit (kywewTinreH HK Tangaybl ywwiH epriepgid ypeTpanabl yAriciH xuHay meH K¥PFAK
TYPOE TACbIMATOAY xuHarbl)

* BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Collection Kit for Endocervical
Specimens (kywentinreH AHK Tangaybl ywiH sHAoLepBUKanabl yarinepai xxuHay KypangapbiHbIH XXUHaFbl)

» BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified Assay Collection Kit for Male Urethral
Specimens (KyLUeWTinreH Tanaaybl yLWiH epnepaiH ypetpanapl YriciH XuHay KypanaapblHbIH XUHaFbI)
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AKL iwiHae xaHe WweT enaepre XeTkidy YLWiH, YArinepaiH KNMHUKanbIK yarinep MeH aTMONorvsAnbIKk areHTTepai/KyKnans! 3aTTapabl
TacblMangayfa KaTbICTbl KOnAaHbICTarFbl WTATTLIK, (hefepangblk XoHe Xanbikapanblk epexernepre cau xancsipManapbl 6onybl
kepek. Tacbimangay 6apbicbiHAa cakTayFa apHasfFaH yakblT NeH TemnepaTtypa xafgannapbl cakranybl Kepek.

Hecen ynrinepiH ctepunbi, NAacTuK, KOHCEPBAHTCbI3 YIri XMHAyFa apHarfaH blAbICKa XUHAY Kepek. Hecen ynrinepi yLwiH Tek

BD ProbeTec ET Urine Processing Pouch (UPP), BD ProbeTec Urine Preservative Transport (Hecen koHCcepBaHTbIH TacbiMangay
xuHarbl) (UPT) xaHe koHCepBaHTChI3 (Ta3a) HecenTi naaanaHyfFa pykcaTt eTinreH.

XarFbiHab! ynrinepiH xuHay

OHpouepBukanabl xafbiHAbI ynriciH BD ProbeTec ET CT/GC Amplified DNA Assay Endocervical Specimen Collection
and DRY TRANSPORT Kit (kywenTinred JHK Tangayb! ywiH aHpouepBuKanabl ynrinepai xkuHay meH KYPFAK TYPOE
TACBIMATOAY XuHafbl) apKbinbl XXUHay:

1. BD ProbeTec ET CT/GC Amplified DNA Assay Endocervical Specimen Collection and DRY TRANSPORT Kit (kywwewTinreH
OHK Tangayb! ywiH aHgouepsukangpl ynrinepai xuHay meH KYPFAK TYPOE TACBIMAJIOAY xuHafbiHAafbl) )Kannak yLThbl
TaMMOHMEH >XaTbIp MOMbIHLUbIFbIHBIH KiPICIHEH apTbiK LWbIPbILTbI anbif TacTaHbI3.

2. OHpouepsukangpl yiriHi xuHay xxeHe KYPFAK TYPOE TACbIMANOAY xviHafbiHAaFbl TAMMOHAbI XaTblp MOMbIHLUbIFBIHBIH
apHacblHa eHrisin, 15-30 ¢ 6ypaHpi3.

TaMnoHAb! akbIpbIH LbIFAPbIN anbiHpeI3. XbIHbIC MYLLECIHIH, LbIPbILITL! kabaTbiHa TUri3in anmMaHbI3.
KaknakTbl/TamnoHabl Aepey TacbiMangay TyTiriHe canbiHpl3. KaknakTbiH TyTikke MblKTan »abbliFaHblH TEKCEPIH3.
TyTikke eMaenyLui Typarnbl ManiMETTEp MEH XUHarFaH KyHi/yakbITbl KOPCETINIreH XancblpMaHbl XXanchipbIHbI3.
3epTxaHara anapblHpI3.

ook ®

AHpouepBukangbl xarbiHAbI ynriciH BD ProbeTec ET CT/GC Amplified DNA Assay Collection Kit for Endocervical
Specimens (kywenTtinreH AHK Tanpayb! ywiH aHaouepBuKanabl ynrinepai xkuHay XXuHarbl) apKbinbl XXKUHay:

1. Taszanay TamMnoHbIH KabblHaH LUbIFapbIHbI3.

Tasanay TaMnNoHbIMEH >KaTblP MOWbIHLLbIFbIHBIH, KipiCIHAET apTblK WbIPbIWUTbI anblHbI3.

KonpaHbinFaH Tazanay TamMnoHbIH KOKbICKa TacTaHbI3.

XvHay TaMnoHbIH KabblHaH anbIHbI3.

YKunHay TaMMNoHbIH >XaTblp MOWbIHLLbIFbIHBIH apHacbiHa eHrisin, 15—-30 ¢ GypaHbI3.

TaMnoHAbl akbIpbIH LWbIFAPbIN anbiHbI3. XKbIHbIC MYLLECIHIH, LWbIPLILLTLI kabaTbiHa TUTi3in anMaHpI3.

CT/GC epiTkiw TyTiriHiH KaKnafblH alUblHbI3.

YKuHay TamnoHbiH CT/GC epiTkiw TyTiriHe TONbIFbIMEH EHFi3iHi3.

9. TamnoH cabbliH Cbi3bIKTbl 6eNnri TYCbIHAH ChIHABIPbIHbI3. ILWiHAEr CYMbIKTIKTbI LWALLbIPATbIM aniMaHbI3.

10. TyTiKTiH KaKnarblH MblKTan xabblHpbI3.

11. TyTikke emaenyLi Typanbl MaNiMETTEP MEH XUHAnFaH KyHi/yakblTbl KOPCETIMrEH XancblpMaHbl XancbIpblHbI3.

12. 3epTxaHara anapbiHpi3.

BD ProbeTec ET CT/GC Amplified DNA Assay Male Urethral Collection and DRY TRANSPORT Kit (kywenTinren AHK

Tangaybl yWwiH epnepaid ypetpanabl ynriciH xxuHay meH KYPFAK TYPOE TACBIMAJOAY xuHafbl) apKbinbl epriepaid
ypeTpangbl XafbIHAbI YITICiH XXUHay:

1. Epnepain ypeTpanabl yrriciH xuHay xaHe KYPFAK TYPOE TACBIMAJIJAY xuHafbiHAaFbl TaMNoHAbl 2—4 CM TepeHAikke Hecen
XornblHa eHrisin, 3—-5 ¢ 6ypaHbI3.

2. TamnoHgbl WbiFapbin, KAKNakTbl/TaMnoHAbl TackiMangay TyTiriHe canbiHbI3. KaknakTbiH TYTikke MblKTan »abbinfFaHblH TEKCEPIHi3.
3. TyTikke emgenyLwi Typanbl MaMiMETTEP MEH XMHasFaH KyHi/yaKbITbl KOPCETINIEH XancblpMaHbl XancblpblHpbI3.
4. 3epTxaHara anapblHbI3.
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BD ProbeTec ET CT/GC Amplified Assay Collection Kit for Male Urethral Specimens (kywenTinreH Tangaybl ywiH epnepain
ypeTpanabl YAriciH XXuHay XuHafrbl) apKbinbl eprnepaid ypeTpangbl XafblHAbI YITICiH XXUHay:

TamnoHAbl KabblHAH arnblHbI3.

TamnoHgbl 2—4 cM Teperaikke Hecen XorblHa eHrisin, 3—5 ¢ GypaHpbI3.

TamnoHAb! LblFapbIHbI3.

CT/GC epiTkiW TyTiriHiH, KaKNaFblH alLbIHbI3.

TamnoHgbl CT/GC epiTkiw TyTiriHe TONbIFbIMEH EHFi3iHi3.

TamnoH cabblH CbI3bIKTbl 6enri TyCbiHaH CbIHAbIPbIHBI3. |LiHAEr CYMbIKTBIKTHI LaLLbIpaThbin anmaHpl3.
TyTIKTIH KaknafblH MbIKTan >KabblHbI3.

TyTikke eMaenyLui Typarnbl ManiMeTTep MeH XuUHarnfaH KyHi/yakbITbl KOPCETINreH XarncblpMaHbl XanchlpbiHbI3.
3epTxaHara anapblHbI3.
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TamnoHpapab! CaKTay XXeHe TacbiManpgay

>KuHan 6onFaHHaH KeiiH 3HAoLepBUKanbl XafbliHAbINap MeH eprnepaiH HECEN oMbl XaFblHAbINapbl 3epTXaHara >eTkisinin,
3epTxaHaga xaHe/Hemece Tekcepy opHblHAa 2—27 °C TemnepaTypaga 4—6 kyH cakranybl kepek. KnuHukanslk ynrinepai 4 KyH faHa,
an ipiktenreH ynrinepAi 6 kyHre geviH caktayra 6onaabl. CoHbIMeEH KaTtap ipiktenreH ynrinepgi 2—-8 °C Temnepatypaga 30 kyHre
[OeliH cakTayFa 6onaabl. “OHimainik cunattamanapbl” 6enimMiH kapaHpi3.



ECKEPTNE: Ynrinepai 6enve TemneparypacbiHaa (15-27 °C) 6ipaeH TekcepeTiH 3epTxaHacblHa XeTkidy MymkiH 6onmaca,
oKwaynaHraH My3bl bIAbIC ilWiHAe Bip TYH Hemece 2 KyH iLWiHAe XeTKi3inyi Kepek.

©HaeneTiH ynri Typi OnenaiH aHaouepBUKanabl ynrici Ep apamHbIH ypeTpanabl ynrici
Tekcepy OpHbIHa Tacbimangay XaHe 570 qo 570 qo
cakTay Temneparypachbl 2-2r°C 2-8°C 2-27°C 2-8°C
YnriHi Hyckaynap 6oMbiHIWIA eHaey YXuHanfaH coH YXuHanfaH coH YXuHanfaH coH YXuHanfaH coH
4-6 KyH iWwiHaoe 30 KyH iWwinae 4—6 KyH iwinoe 30 KyH iwinae

Hecen ynriciH xuHay, cakray xaHe Tacbimangay

Hecen ynriciH cTepunbAi, KOHCEPBAHTCBI3 YIri XXUHAaYFa apHarnfaH biablCka XXUHaHbI3. Hecen ynrinepiH eki )onmeH cakrayra

XeHe Tacbimangayfa 6onagpl: (1) koHcepBaHTChI3 (Ta3a kyniHae) xaHe (2) BD ProbeTec Urine Preservative Transport (Hecen
KOHCepBaHTbIH TacbiMangay *xuvHarbimeH) (UPT). TemeHgeri kecTege Tasa HecenTi neH UPT xuHaFbIMeH cakTay eHe TacbiMangay
LapTTapbIHbIH XXMbIHTLIK MariMeTiH Gepepi.

©OHaeneTiH Hecen

yAriciHiH Typi TA3A UPT
2-30 °C Temnepartypapa 2-8 °C TemnepaTypaaa
cakTanfaH Hecen - caKTanfaH Hecen — XWHanfaHHaH
JKUHanfaHHaH KeuiHri KeuiHri 24 carat iwinge UPT
8 carar iwinge UPT XWHaFbIHa Tacbimanaay

XWHafblHa TacbiMangay

Tekcepy OpHbIHa
TacbimManpay XaHe 2-30 °C 2-8°C -20 °C 2-30 °C 2-30 °C -20 °C
cakTay Temneparypacbl

YnriHi Hyckaynap YXunHanfaH coH XuHanfaH coH XKuHanfaH coH UPT xuHarblHa UPT xuHarbiHa | UPT xuHarbiHa
GoMbIHLWa eHAeYy 30 caraT iwiHge 7 KyH iwiHge 2 an iwiHpe XKETKI3iNreH cox XKETKI3INreH CoH | XXEeTKi3inreH coH
30 KyH iwinge 30 KyH iwinae 2 an iwiHpe

KoHcepBaHTbI 0K Hecen

Kunay
1. YnriHi )xvHay angbliHaa emaenyui kemiHae 1 carat Hecen WbiFapmaraH 6ony Kepek.
2. YAriHi yari >xuHayfa apHanfaH CTepunbAi, KOHCEPBAHTCbI3 biAbICKA XXUHAHbI3.

3. Empenywi Hecen xuHayFa apHanfaH biabicka 6acTankbl HeCEeNnTiH (afbIHHbIH, OpTaHfFbl eMec, BipiHLwi 6eniri) 15—-60 mn wamacbiH
XunHan 6epy kepek.

4. blgbicTbl KaknakneH xaybin, emaenyLiHii noeHTUUKaToOpbl MEH XXUHaIFaH KyHiH/yakbITbIH KOPCETIHI3.

Cakray x9He Tacbimanpay

1. Tasa HecenTi xuHay opHblHaH 2—30 °C TemnepaTypaja cakTaHbl3 XeHe TacbiMarnaHb3.

2. YnriHi engeyai 2-30 °C Temnepatypaga cakranca 30 carar iwiHge Hemece 2—8 °C TemnepaTtypaga cakranca 7 KyH iwiHge
opblHAay Kepex.

ECKEPTNE: Ynrinepai iwiHae mMy3bl 6ap okLwaynaHFaH KOHTEHepre canbirn, TYH iliHAe HeMece 2 KYH iLiHAe XeTki3y kepek. ErinreH

ynrinepae 2-8 °C Temnepatypafa 7 KyHre AeWiH cakrayfa 6onaTbiHbl kKepceTingi.

BD ProbeTec Urine Preservative Transport Kit (Hecen koHcepBaHTbIH Tacbimanpgay xuHafrbiH) (UPT) nanganaHy

Kunay
1. YnriHi x)xuHay angpiHga emgenyLi kemiHge 1 cafat Hecen WwbliFapmaraH 6ony kepek.
2. YnriHi ynri XuHayfa apHanfaH CTepunbfi, KOHCEPBAHTChI3 bIAbICKA XUHAHBI3.

3. Empgenywi Hecen xuHayfa apHarnfaH blabicka 6acTankbl HecenTiH (aFbIHHBIH OpTaHfbl emec, BipiHLwi 6eniri) 15-60 mn wamackIH
XunHan 6epy kepek.

4. blabICTbl KAKNAKNEH Xayblin, emaenyLUiHiH AeHTUMOUKATOPbl MEH XWUHamMFaH KyHiH/yakblTblH KOPCETIHI3.

HecenTi UPT xuHafblHa Tacbimanpay

ECKEPTIE: Hecen 2-30 °C Temnepatypaga cakranfaH 6onca, HecenTi xuHay bigbicbiHaH UPT 8 carar iwiHae Tacbimangay Kepek.
Hecen 2-8 °C temnepatypaga cakranca, HecenTi UPT Tacbimangay angbiHaa 24 caratka AeniH yctayra bonagbl.

UPT xuHarbl MeH HecenTi Tasa KornFanneH ycTaHbl3. KonFanka ynri Tvin ketce, 6acka ynrinepgi nactamay yLUiH KonfFanThbl
OipaeH aybICTbIPbIHbI3.

1. Empenywi HecenTi )uHan 6epreHHeH KewiH, OHbIH biAbICbIH GenrineHis.

2. Hecen koHcepBaHTbIH TacbiMangay XwuHafblH awbin, UPT MeH TacbiMangay TamLuybIpbiH WbiFapbiHpl3. UPT xuHafeiHAa
emMaenyLiHiH MAeHTUUKATOPbIH XXOHE XXUHAarFaH KyHiH/yaKbITbIH KOPCETIHI3.

3. UPT xwuHafbIH TiriHeH yctan Typbin, TYTIKTiH TyOiH Teric 6eTke CofFbIn KanblHpbl3, COHAA blAbICTbIH iWiHAET YrKEH TaMLwblnap
apanacy kepek. KaxeT 6onca, kaiTa COfFbIHbI3.

4. UPT kaknafblH aLlblin, HeCenTi TaMLyblpMEH TYTiKKe TacbiMangaHbl3. HecenTiH KaXeTTi Kenemi KOCbIny YLUiH, CYyMbIKTbIK AeHrewi
TonThIpy Tepe3eciHaeri UPT xancbipmacbliHbIH Kapa cbi3blkTapbl apacbiHaa 6ony kepek. byn kenem HecenTiH 2,5 —3,45 mn
LwamacblHa carikec kenegi. TyTikTi wamacbiHaH apTblk Hemece kem TONTbIPMAHbIS.
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5. Tacbimangay YLUiH KonAaHbinFaH TaMwybipabl Kokbicka TacTanbld. ECKEPTIIE: Tackimangay tTamuybipbl Tek 6ip
ynrire KongaHbinaap.

6. UPT kaknafblH MbIKTan »abblHbI3.
7. Ynri MeH peareHT xakcbl apanacy yuwiH UPT xuHafblH 3—4 peT TOHKepiHi3.

UPT xuHafbIH caKTay XaHe TacbiMangay
UPT iwingeri Hecen ynrinepiH 2—-30 °C TemnepaTypaga cakTaHpl3 XoHe TacbiMarngaHbl3 XaHe XuHaraHHaH KeriH 30 KyH iwiHge
eHeHi3. -20 °C TemnepaTtypafa ynrinepai eki aiifa geviH cakrayra 6onagbi.
TEKCEPY NPOLEEAYPACDI
XKyneHin Kypamaac 6enikTepiH navganaHy xaHe TEXHUKanbIK KbI3MET KepceTy Typarnbl apHanbl Hyckaynapabl BD ProbeTec
ET System (xyreciHiH) nanganaHyLubl HyckaynbifbiHaH kapaHbl3. CT/GC Tanaaybl yLiH OHTannbl KopLuaraH opTa Xafgannapsl
25-75% canbicTbipMansl birFangpinbikta 18—-23 °C ekeHi xaHe 25-50% canbicTbipMansl birFrangpinbikra 23—-28 °C ekeHi
aHbikTangpl. CT TangayblH 28 °C acaTbliH TemnepaTypanapaa opblHAay YCbiHbINMarasl. Kypanabl nanganady Typanbl apHavibl
Hyckaynapabl BD Viper kypanbiHblH NanganaHyLubl HyckayrnbiFbiHaH kapaHpei3. BD Viper kypanbiH nanganaHbein apHaibl TeKcepy
npoueaypanapblH Xypridy Typansl aknapattel BD ProbeTec ET CT/GC kocbimMwia naparbiHaH (BD Viper KypanbiHbiH nanganaHyLubl
HyCKayrbIfbIHAaFbl) KapaHbl3.
A. Kypangbl XXyMbiCKa AaubiHpay:
1. Tanpayabl 6actaman Typbin, Kypanabl icke KOCbin, KypanaapAbiH XbifbIHYbIHA yakblT 6epy kepek.
a. JInaunc KpI3AbIPFbILLBI MEH MPUMAEY KOHE XbINbITY Kbl3AbIPFbILLbIHBIH, XbINbIHbIM, TYpakTaHybiHa 90 MUHYTTalN yakblT KaxeT.
JInauc Kbi3gplpfbillbl YLLiH OopHaTy HykTeci — 114 °C.
MpyMAaey >XaHe XbINbITY Kbl3AbIPFbILLbIHBIH MPUMAEY KOMMOHEHTI YLUIH OpHaTy HykTeci — 72,5 °C.
MpyMAagey >xaHe XbINbITY Kbl3AbIPFbILLbIHBIH XbINbITY KOMAOHEHTI YLUIH OpHaTy HykTeci — 54 °C.
a. BD ProbeTec ET instrument (kypanbiH) 6arnapnamansik kypan 6ackapagibl >kaHe OHbIH XblfbIHybIHAa 30 MUHYTTal KaXxeT.
2. Tanpaypnbl 6actamac OypbiH KbI3AbIpFbILUTApAbIH TEMNepaTypanapbiH TEKCEPY Kepek.
a. Jlnanc Kpi3apIpFbILLbI
lMnacTtuk KanTbl anbin TacTan, Temnepartypa TypakTaHFaHwa 15 MuHyTTam KyTiHis.
Tepmometp 112—116 °C apacbiHAa OKybl KEpEK.
2. [Mpymaey xaHe XbINbITy Kbl3AbIPFbILLbI
Mpumaey Kbi3ablpFblLLbIHLIH TepMoMeTpi 72—73 °C apacbliHAa OKybl KEpek.
XKbInbITy KbI3abIPFbILLbIHBIH TepmoMeTpi 53,5-54,5 °C apacbiHAa OKybl Kepex.
3. BD ProbeTec ET akpaHblHAa kepceTinreH TeMnepaTypaHbl TeKcepiHia. Temnepatypa kepceTkiwi 47,5-55,0 °C 6onybl kepek.
B Tamwybip-go3atop:
BD ProbeTec ET Pipettor (TamLuybip-go3aTopbl) NepHeTakTachiHbIH (hyHKUMANapb! Typanbl Tonblk TyciHaipmeHi BD ProbeTec ET
System (kyMeciHiH) nanganaHyLubl HycKaymblfbiHaH KapaHbl3.
CT TangaynapblH Xacay YWiH TemMeHAeri 6araapnamanap Kaxert. 1-6argapnama CT peareHT GymacbiMeH nanganaHbinagbl.
On eHgenreH ynrinepaeri cymblkToikTbl CT TONTbIpyFa apHanfaH LafblH TyTikTepre TacbiManangsl. 2-6argapnama CT/AC
peareHT BymacbiMeH naiaananbinagbl. On eHaenreH ynrinepaeri cyibikTbikTbl CT xaHe AC ToNTbIpyFa apHarnfaH LarbiH

TyTikTepre TacbiManganapl. 5-6argapnama TonTblpyFa apHarnfaH LWarblH TYTIKTEPAEr CYMbIKTBIKTbI KYLLEWTYre apHarnfaH LuafbiH
TYTiKTEpre TacbiMangangpl.

Tamwwyblp-go3atopablH, 6araapnamMachkiH Obinan OpHaTbIHbI3:

1-6arpapnama:

1.  Tamuwysblp-go3atopabl KOCbIHbI3. Tamwwyblip-go3atop 6ip AblGbICTEIK curHangsl 6epin, “HOM” kepceTkilwi meH barnapnamanbik
Kyparn HyckacblHbIH HEMIpI XbIMbINbIKTanabl Aa, kakTagaH ablbbicTblK curHan Gepineai.

2. Kek “Prog (bargapnama)” nepHeciH 6acbiHpbI3. 1-6afgapnamaHsl TaHaay YuiH, “1” caHbl kepceTinreHwe “Vol (Kenem)” nepHeciH
6acbiHbI3. CoaaH keitiH “Enter (EHri3y)” nepHeciH 6acbliHbI3.

3. barpapnama opHaty pexumiHe Kipy ywiH “Prog (Bargapnama)”’ nepHeciH 6acbein TypbiHbI3. “Prog (Bargapnama)”’ nepHeciH
6acbIn TypbiIn, TaMLYbIpAbIH YLLILIMEH HEMECE KaFa3 KblCKblLUbIMeH ApHaiibl (DyHKLMS NepHECIH 6acbiHbI3.

4. “Fill (TonTblpy)” nepHeciH 6acbiHpI3. 200 caHbl KOPCETINreHLLE oFapbl KepceTkiciH 6acbiHpI3. “Enter (EHridy)” nepHeciH 6acbiHpI3.

5. “Disp (Tambi3y)” nepHeciH 6acbiHbI3. 150 caHbl kepceTinreHLue )ofapbl kepceTkiciH 6acbiHpI3. “Enter (EHrisy)”
nepHeciH 6acbiHbI3.

6. bargapnamanbl cakran, weliFy ywiH “Enter (EHrisy)” nepHeciH Tarbl 6ip peT 6acbiHbI3. bargapnamaHbiH OpHaTbINFaHbIH
GinAaipeTiH AbIOBICTBIK CUrHaM ecTiny Kepek.

7. Op KagamHaH eTy yLiH, bargapnamaHbl icke Kocy TyMeciMeH pacTan oTbipblHbI3. ©p kagamHaH eTkeH caibiH “Vol (Kenem)”
nepHecimMeH any/Tambl3y XblngaMAablfblH OpHaTbIHBI3. ©p Kagamaa XblngamMmablk kepceTkili kepceTinin oteipagbl. “Fill

(TonTbipy)” xaHe “Disp (TambI3y)” kagamaapblHbIH 2 LapLbICbl KepceTiny yuwiH, “Vol (Kenem)” nepHeciMeH blngamaplk
KOPCETKILLIH pPEeTTEH,3.



2-6argapnama:
1. Tamuwysblp-go3atopabl KOCbIHbI3. Tamwwyblip-go3atop 6ip AblGbICTEIK curHanasl 6epin, “HOM” kepceTkilwi meH barnapnamanbik
Kyparn HycKacblHbIH HEMIpI XbIMbINbIKTanabl Aa, kakTagaH ablbbICTblK curHan 6epineai.

2. Kek “Prog (bargapnama)” nepHeciH 6acbiHpbI3. 2-6afaapnamaHsl TaHaay YLiH, “2” caHbl kepceTinreHwe “Vol (Kenem)” nepHeciH
6acbiHbI3. CoaaH keitiH “Enter (EHri3y)” nepHeciH 6acblHbI3.

3. barpapnama opHaty pexumiHe Kipy ywiH “Prog (Bargapnama)”’ nepHeciH 6acbein TypbiHbI3. “Prog (bargapnama)”’ nepHeciH
6acbin Typbin, TaMLybIpAbIH YLIbIMEH HEMECE KarFa3s KbICKbILLbIMEH ApHalibl PyHKLMS NepHECiH 6acbiHbI3.

4. “Fill (TonTblpy)” nepHeciH 6acbiHpbI3. 400 caHbl KOPCETINreHLLE oFapbl KepceTkiciH 6acbiHpI3. “Enter (EHridy)” nepHeciH 6acbiHpI3.

5. “Disp (Tambi3y)” nepHeciH 6acbiHpbI3. 150 caHbl kepceTinreHLUe XoFapbl KOPCeTKIiCiH 6acbiHbI3. “Enter (EHrizy)”
nepHeCiH 6acbIHpI3.

6. “Disp (Tambi3dy)” nepHeciH 6acbiHpI3. 150 caHbl kepceTinreHLe XoFapbl KepCeTKiCiH 6acbiHbI3. “Enter (EHrizy)”
nepHeciH 6acbiHpI3.

7. BafpapnamaHbl caktan, WweiFy yuwiH “Enter (EHridy)” nepHeciH Tafbl 6ip peT 6acbiHbI3. baraapnamaHbiH OpHaTbINFaHbIH
GinAipeTiH AbIOBICTBIK CUrHamM ecTiny Kepek.

8. Op KagamHaH eTy YLiH, 6afaapnamaHsbl icke Kocy TYMMeCiMeH pacTan oTbipbiHbI3. Op KagaMHaH eTkeH cavibiH “Vol (Kenem)”
nepHeciMeH any/Tambl3y XblngamablfblH OpHATbIHbI3. Op Kagamaa Xblngamablk kepceTkilli kepceTinin oteipaabl. “Fill
(TonTblpy)” xaHe “Disp (Tambidy)” kagamaapbiHbiH, 2 LWapLUbIChl KepceTiny yuwiH, “Vol (Kenem)” nepHecimeH xbingaMmablK
KOpPCETKILLiH PeTTEeHi3.

5-6arpgapnama:

1. “Prog (bafpapnama)’ nepHeciH 6acbiHbI3. 5-6arnapnamanbl TaHaay YLiH, “5” caHbl kepceTinreHiue “Vol (Kenem)” nepHeciH
6acbiHbI3. “Enter (EHri3dy)” nepHeciH 6acbiHbI3.

2. barpapnama opHaty pexumiHe Kipy ywiH “Prog (Bargapnama)”’ nepHeciH 6acbkin TypbiHbI3. “Prog (Bargapnama)”’ nepHeciH
6acbin Typbin, TaMLybIpAbIH YLUbIMEH HEMECE KarFa3s KbICKbILLbIMEH ApHalibl PyHKLMS NepHeCiH 6acbiHbI3.

3. “Fill (TonTbipy)” nepHeciH H6acbiHbI3. 100 caHbl kepceTinreHLe )ofFapbl KOPCETKICIH 6ackiHbI3. “Enter (EHri3y)” nepHeciH 6acbiHbI3.

4. “Disp (Tambidy)” nepHeciH 6acbiHbl3. 100 caHbl KEPCETINreHLUe oFapbl kKepceTkiciH 6ackiHbI3. “Enter (EHrisy)”
nepHeCiH 6acbIHpI3.

5. “Mix (ApanacTbipy)” nepHeciH 6acbiHpI3. 50 caHbl KepceTinreHLue )ofapbl kepceTkiciH 6ackiHbI3. “Enter (EHrisy)”
nepHeciH 6acbiHpI3.

6. bargapnamaHbl cakTan, wWeliFy ywiH “Enter (EHrisy)” nepHeciH Tarbl 6ip peT 6acbiHbi3. barnapnamaHbiH opHaTbIFaHbIH
GinAaipeTiH AbIOBICTBIK CUrHamM ecTiny Kepek.

7. Op KagaMHaH eTy yLiH, bargapnamaHbl icke Kocy TyiiMeciMeH pacTan OTbipblHbI3. ©p kagamMHaH eTkeH calbiH “Vol (Kenem)”
nepHecimeH any/Tambl3y/apanacTblpy Xbln4aMablfblH OPHATbIHBI3. ©p Kagamaa XblngaMablk KOPCETKILLI KopceTinin oTbipagbl.
Any xaHe Tambl3y PYyHKLUMSANapbIHbIH, 2 LIapLUbIChl kKepceTiny yuiH, “Vol (Kenem)” nepHeciMmeH xbingamMablk KOPCeTKiLLiH
peTTeHi3. “Vol (Kenem)” nepHeciMeH apanacTbipy XblnAaMAablFbiH peTTen, 3 WapLubiHbl LWblFapbiHpbI3.

BarpnapnamaHbl Tekcepy

MpouenypaHbl bactamar Typbin, 6argapnamanapapl Tekcepy kepek. bafaapnamanapibl TEKCepy YLUiH TamLlybip-A03aTtopabl
KOCbIHbI3. Kek “Prog (bargapnama)” nepHeciH 6acbiHpi3. TuicTi 6argapnama Hemipi (1, 2 Hemece 5) kepceTinreHiue, “Vol (Kenem)”
nepHeciH 6aca 6epiHis. “Enter (EHridy)” nepHeciH 6acbiHpbI3. Bargapnama iwiHae 6ip kagamHaH ekiHLUICiHe 8Ty YLUiH TamLybIpabIH,
icke Kocy TYMMeCiH naiganaHblHbI3.

1-6arpapnama: byn 6argapnama 200 mkn wamackiH anagpl; CT warbiH TyTiriHe 150 MKN Tambi3aabl. TamLybIp-003aTOPAbIH,
avicnneniHae MbliHagan ManimeTTep KepceTiny Kepek:

Fill 200 yL - S 11 (200 mkn TonTbipy - S 1)
Dispense 150 uL - S 11 (150 mkn Tambizy - S 1)

2-6arpapnama: byn 6argapnama ynridin 400 mkn wamackiH anagbl; CT warbiH TyTiriHe 150 Mkn xeHe AC wafblH TyTiriHe 150 mMkn
Tambi3agbl. TaMLybIp-A03aTopAblH AUCTneniHae MbiHaAaW ManiMeTTep KepCeTiny Kepek:

Fill 400 yL - S 11 (400 mkn TonTeipy - S K1)
Dispense 150 uL - S 11(150 mkn tambizy - S 1)
Dispense 150 yL - S 11 (150 mkn Tambizy - S 1)
5-6argapnamMaHbl Aa Aarn conan TeKcepiHia:

5-6arpapnama: byn 6argapnama 100 Mk wamackiH anagbl; 100 Mkn Tambizagbl xkeHe 3 peT 50 Mk LWamacbiH apanacTbipabl.
TamLyblp-go3aTopAblH AMCNeniHAe MblHaAan ManiMeTTep KepceTiny Kepek:

Fill 100 yL-S 101 (100 mkn Tonteipy - S 1)
Dispense 100 yL - S 11 (100 mkn Tambizy - S 1)
Dispense 50 yL-S 111 (50 mkn Tambizdy - S 111)
Zero (Hen) (>kaHbin-eweni)



B. MnactuHaparbl opHanacy:

Kynere Tangay Typi, ynriHiH naeHTudmMKaTopkl, 6akeinay epiTiHAici NapTUAChIHbIH HOMIPIEPI XaHe XUHaK NapTUSCbIHbIH HOMIprepi
eHrisinreHHeH keniH BD ProbeTec ET instrument (KypanbiHaH) MnactuHaparbl opHanacy ecebi wirapbinagel. [nactvHaparb
opHanacy ecebi TekcepineTiH ap nnacTuHa yLiH ynrinep MeH 6akpinay epitiHainepiHiH usmkanelk opHanacyblH kepceTesi. XyieHiH
6argapnamanslk Kypanbl 6enrini 6ip Tangayfa KaxeTTi ysLbIKTap YLUiH XakblH TypFaH nnactuHanapabliH opblHAapbIH TONTacTbipaabl.
For the CT Amplified DNA Assay adjacent columns are assigned to CT. CT/AC kywewTtinreH AHK TangaybiHaa 6araHaap Obinai
TafanbiHganagbl: CT/AC.

Byn 6argap TonThlpyFa apHanfaH LarbliH TYTIK NMEH KyLenTyre apHarFaH LafblH TYTiK NacTUHACbIHbIH eKeyiHe Ae KonaaHbinaapl.
TonTbipyFa apHarnfaH LaFbIH TYTIKTep — GipbIHFan TyCTi WwWarbiH TyTik xonaapsl (CT - GipbiHFaw xacbin; AC - GipbiHFaw

Kapa; KongaHbinca).

KywenTyre apHanfaH WafblH TYTiKTep — XonakTbl LafblH TyTik )ongapbl (CT - xonakTtbl xacbin; AC - xonakTbl

Kapa; KongaHbinca).

B. XafblHObIHbI eHAOey:

TamnoH ynrinepiH 2—27 °C TemnepaTtypacblHAa cakTarnca XuHaFaHHaH KeliH 4—6 kyH iwiHge Hemece 2—8 °C TemnepaTtypacbiHaa
cakrarnca 30 KyH iWwiHae eHaey Kkepek.

ECKEPTE: XarbiHabinap meH CT/GC epiTkiw TyTikTepiH naiganaHy angabiHaa 6ernve TemnepartypacbiHa AeViH XKbIbITY KEPeK.
BD ProbeTec ET CT/GC Amplified DNA Assay Endocervical Specimen Collection and DRY TRANSPORT Kit (kywewTinreH
OHK Tanpaybl ywiH aHaouepBukanabl ynrinepai xuHay meH KYPFAK TYPOE TACbIMATOAY xuHafFbiHAaFbl) Hemece

BD ProbeTec ET CT/GC Amplified DNA Assay Male Urethral Specimen Collection and DRY TRANSPORT Kit (kyweuTinreH
OHK Tanpaybl ywiH epnepaid ypeTpanabl ynriciH xxuHay meH KYPFAK TYPOE TACBIMATOAY xuHafblHAaFbl) XXUHaNfaH
XafblHAbINapFa apHanfaH eHaey npoueaypachbi:

1. OHaenetiH apbip xarbiHAb! yrrici ywiH CT/GC epiTkiw TyTiriH 6enrineHis.

TyTIKTIH KaKknarblH aLlbin, XXaFblHAbIHbI canbiHbl3. 5—10 cekyHATar apanacTbipbiHbI3.

CyMbIKTbIK KanTagaH TYTIKTIH TyGiHe kapal afbin KeTeTiHAen eTin yiri XafFblHAbICbIH TYTIKTIH iLKi KaOblpFackiHa LWbIFapbIiHbI3.
>KafblHObIHbI WaLlblpaTnan, akblpblH TOrHI3.

ECKEPTNE: LWawbipan keTce, >XyMbIC OPHbI TacTaHybl MYMKIH.

YKafblHObIHbI TacbiMan TyTiriHe carnblim, KOKbiCka TaCcTaHbI3.

CT/GC epiTkil TyTiriHiH KaKnarblH MbIKTan >abblHbI3.

TyTikTi 5 CekyHA LWankaHbI3.

Plate Layout (MnactuHagarsl opHanacy) ecebiHe kapan, TyTiKTi M3WUC copeciHaeri OpHbIHA carblHbI3.

9. bBacka xafbiHAb! ynrinepi ywiH 1-8 kagamaapblH KanTanaHb!3.

10. Ynrinepai nusuc cepeciHaeri opbiHAapbiHa BekiTiHi3.

11. Ynrinep nuauc ypaiciHe gawbiH.

ECKEPTIE: He 6onmaca, 6ipHelue TyTikTi Wwalikarbllwl 6ap 6onca, 7-kagamabl opbiHaamai, 10-kagamHaH KeniH xaHe nusuc ypaici
angblHaa 6ykin nuanc cepeciH 15-20 ¢ WwankaHbI3.

ECKEPTINE: ©HaenreH, 6ipak ani nM3nc kocblnMaraH ynrinepai 6enme temneparypackliHga 6 caratka aeniH Hemece TyHae 2—8 °C
TemneparypacbiHAa caktayFa 6bonagbl.
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SHpouepBuKangbl ynrinepai xxuHayfa apHanfaH BD ProbeTec ET CT/GC Amplified DNA Assay Collection Kit for
Endocervical Specimens (kywewnTtinred OHK Tanaay xxuHarbimeH) Hemece EpnepaiH ypeTpangbl ynriciH XuHayfa apHanfaH
BD ProbeTec ET CT/GC Amplified DNA Assay Collection Kit for Male Urethral Specimens (kywenTtinreH AHK Tangaybi
XWHaFbIMeH) XUHarnfaH XafblIHAbINapFa apHanfaH eHaey npoueaypachl:

1. CT/GC epitkiw TyTiriH 5 C WwarkaHbI3.

ECKEPTIE: He 6onmaca, 6ipHelue TyTikTi WwWavikarbiw 6ap 6onca, 2 xaHe 3-kagamapbl opbiHaan, 15—-20 ¢ 6oiibl Gykin nusuc
COpeCiH LWalkaHpbI3 Aa, 4-kagamra eTiHi3.

MnactuHanarbl opHanacy ecebiHe kapan, ynri MeH 6akbinay TyTiKTepiH N3UC cepeciHaeri OpHbIHA carnblHbI3.

Ynrinepai nu3nc cepeciHaeri opbliHAapbIHA GEKITIHI3.

Ynrinep nuauc ypaiciHe fanbiH.

L e

HecenTi eHpey:
KoHcepBaHTbI XOK Hecen ynrinepiH eHaey npoueaypachbl

Tasa Hecen ynrinepiH 2—-30 °C TemnepaTypacbiHAa cakTanca, XuHaraHHaH keniH 30 carart iwiHge eHaeyre, 2—-8 °C
TemneparypacbiHAa cakrasnca XWHaraHHaH KeliH 7 KyH ilwiHae xaHe -20 °C TemnepaTypacbiHAa cakTanca, XXUHaraH KyHHEH KeliH 2
an iwiHge eHaeyre 6onagpl.



ECKEPTMNENEP:

>
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10.
1.

12.
13.
14.
15.
16.

BD ProbeTec ET Diluent (epiTkiwiH) (CT/GC) nanganaHy anabiHaa 6enve TemnepartypacbhiHa AeWiH XbIMbITY Kepek.

BD ProbeTec ET Diluent (epitkiwiHiH) (CT/GC) kaxeTTi llamacblH Ta3a KOHTENHepre Kyybin anbiHpl3. KaxeTTi WwamaHbl aHblkTay
YLWiH ynrinepaiH caHblH exire keGewnTin, TambI3yabl XXEHINAETY YLiH KaXeTTi 1-2 Mn wamachkiH KocbiHbI3. EpiTkiw nactaH6aybl
YWiH KanfaH epiTkiwTi KauTagaH 6eTernkere KyMMaHbI3.

©HpenertiH apbip Hecen ynriciHe apHanFaH 6oc BD ProbeTec ET Sample Tube (ynri TyTiriH) 6enrinexis.

KoHTelnHepai Wwarikan, HecenTi apanacTblpblHbI3 Aa, KaKnakTbl akblpblH allblHpbI3.

ECKEPTIE: YXXyMbIC OpHbI LWaLlblpaHbiNapMeH XaHe TaMLLbiNapMeH nactaHbaybl YLLiH KaknakTbl akblpblH allblHbI3.
ECKEPTTIIE: KaTtbipbinFaH Hecen ynrinepiH TyTikke Kyimac BypblH, epiTy XaHe XaKcbinan apanacTbipy KaxeT.
HecenTiH 4,0 N wamacbiH colikeciHwe GenrifieHreH TyTikke TaMbl3bliM, KaknaFbiH MblKTan >kabblHbI3.

Backa koHcepBaHTbI XOK Hecen ynrinepi ywiH 2—3 kagamgapblH kalTanaHpl3. ©p yrire xxaHa TaMmLyblp Hemece TaMmLybIp
YLUbIH KONAaHbIHbI3.

Ynri TyTiktepiH BD ProbeTec ET Lysing Rack (nusuc cepecine) canbiHpi3.
JInsnc cepeciH NU3NC Kbi3abiprbillbiHA canbin, YArinepai XelbITbin anbiHbI3.
Ynrinepai 10 MUHYTTaM XbINbITbIHbI3.

10 MUHYTTaH KeWiH NIN3NC COPECIH NU3NC KbI3ObIPFbILLbIHAH LWbIFApbIN, TYTiKTepai 6enve TemnepaTtypacbiHaa KeM gereHae
15 MUHyYT, eH y3aFbl 6 caFaT CybITbIHbI3.

ECKEPTIE: 10 MUHYTTbIK KbI3ablpyAaH KeWiH yiri TYTIKTepiH TOHA3bITKbILLKa canMaHbI3.
TyTikTepai 2 000 x 2 xbingamapikneH 30 MUHYT LeHTpudyragaH eTki3iHi3.
Bonranga, TyTikTepai abannan ueHTpudyragaH LWblifapbiHbI3.

BipiHLWi TYTIKTiH KaknafbiH alwbin, TyHOaHbIH YCTIHAEr CyMbIKTLIKTbI TOrin TacTaHbl3. bip peT cinkin xibepin, TyTikTe kanfaH
CYMbIKTBIKTbI Aa Terin TacTaHbI3.

ECKEPTTIIE: byn eTe KaxeTTi kadaM — apTblK YAriHiH kanybl ypaicTi 6aceHaeTyi MymkiH. KanFan HecenTi ToMbIK LWblFapy YLUiH,
TYTiKTEpAi CiHipril KkaFa3abliH 6enek napakrapbIMEH XXeKe-Xeke cypTin anyra 6onagbl.

KaknakTbl TYTiKTiH yCTiHe 6OC €Tin KOMbIHbI3.

LleHTpudbyragaH etkeH apbip Hecen ynriciHe 11-12 kagamaapblH KanTanaHbl3.

Op TyTikKe epiTKiWwTiH 2,0 M WamacbiH TaMbI3bIHbI3. ©p TYTIKKE XaHa TamLUybIpAbl HEMece TaMLUybIp YLLIbIH KONAaHbIHbI3.
TyHGaHbI epiTKilLTe TONbIKTaW KankTa epiTy YLUiH ynrinepaiH KaknarbiH MbIKTan >xaybin, 5 cekyHaTan WankaHbI3.

Ynrinep nuauc ypaiciHe fanbiH.

ECKEPTIE: ©HxaenreH, 6ipak ani nu3uc KocbinmaraH ynrinepai 6enme temneparypaceiHaa 6 caratka AeniH Hemece TyHae 2-8 °C
TemneparypacbiHaa caktayFa 6onagpi.

BD ProbeTec Urine Preservative Transport Kit (Hecen koHUeHTpaTbIH Tacbimangay xuHarbl) (UPT) apKbinbl XXuHanfaH
Hecen ynrinepiH eHaey npoueaypachbl

ECKEPTIMENEP:

UPT ynrinepin 2-30 °C TemnepaTtypacblHAa cakTayfa eHe >uHaraHHaH keviH 30 kyH iwiHae eHaeyre 6onagpi.
BD ProbeTec ET Diluent (epiTkiwin) (CT/GC) naraanaHy anabiHaa 6enmMe TemneparypachiHa AeliH XbINbITY Kepek.

BD ProbeTec ET Diluent (epiTkiwwiHiH) (CT/GC) KaxeTTi LuamacblH Ta3a KOHTeNHepre Kyybin anbiHbi3. KaxeTTi wamaHbl aHbikTay
YLUIH yNrinepaiH caHblH ekire keGenTin, Tambl3yabl XXEHINAETY YLWiH KaXeTTi 1—2 M WwamMacbliH KOCbIHbI3. EpiTkiw nactaHb6aybl
YLWiH KanfaH epiTKiwTi KaMTaaaH 6eTenkere KYyMaHbI3.

Op TyTiKTeri HecenTiH Kenemi OHbIH XancbipMacbiHAA KOPCETINreH Cbi3blKTapAblH apacbiHOa eKeHiHe K3 XKeTKi3iHi3. TyTikTi
KaXeTTi LWamachblHa XeTKi3bece Hemece apThiK TONThbIPCa, Tanaay HaTUXeciHe acep eTyi MyMKiH.

1.

w

8.
9.
10.
1.
12.

UPT TyTiktepiH BD ProbeTec ET Lysing Rack (nusuc cepeciHe) canbiHbi3.

ECKEPTIIE: Ynrinep kaTbin TypFaH 6onca, kbi3ablpy anabiHaa onapgb! TOrMbIK epiTin, TOHKepin apanacTbipbiHbI3.
JInanc cepeciH Nn3nC Kbi3AabIpfbllbliHA Canblin, YArinepai XbinbiTbin anbiHpI3.

Ynrinepai 10 MUHYTTan XbINbITbIHbI3.

10 MVHYTTaH KeWiH NM3NC COPECIH NU3UC KbI3AbIPFbILLbIHAH LWbIFapbIM, TYTiKTepadi 6enve TemnepatypacbiHaa kem aereHae
15 MUHYT, eH y3arbl 6 caFaT CybITbIHbI3.

ECKEPTIE: 10 MUHYTTbIK Kbl3Ablpy4aH KeuriH ynri TYTIKTepiH TOHa3bITKbILLKA CanMaHbi3.
UPT TyTikTepai 2 000 x e xbingamabikneH 30 MUHYT LeHTpudyraaaH eTkisiHi3.
BonfaHnpa, TyTikTepai abannan ueHTpudyragaH WbifapbiHbI3.

BipiHwi UPT kaknafblH aLwubin, TyHOaHbIH YCTIHAEr CyMbIKTLIKTbI TOrin TactaHbl3. Bip peT cinkin xibepin, TyTikTe KanfaH
CYMbIKTBIKTbI i@ TOrin TacTaHbl3, coaaH KewiH TYTIKTi CiHiprill karasablH 6enek naparbiMeH CypTin anbiHbI3.

KaknakTbl TYTiKTiH yCTiHe 6OC €Tin KOMbIHbI3.

LleHTpudbyrapaH eTkeH apbip Hecen ynriciHe 7—8 kagamaapbiH KaTanaHbi3.

Op TyTikKe epiTKiWwTiH 2,0 M WamacbiH TaMbI3blHbI3. ©p TYTIKKe XaHa TamLUybIpAbl HEMece TaMLybIp YLLIbIH KONAaHbIHbI3.
TyHGaHbI epiTKilTe ToNbIKTaW kanTa epiTy ywiH UPT TyTiKTepiHiH KaknarbiH MbIKTan xayblin, 5 cekyHATaw LankaHbl3.
Ynrinep nuauc ypaiciHe fanbiH.



ECKEPTINE: ©HgenreH, 6ipak ani nM3nc kocbinMaraH ynrinepai 6enme temneparypacklHga 6 caratka aAeniH Hemece TyHae 2—8 °C
TemneparypacbiHaa caktayra 6onagpi.
F. CanaHbl 6akbinayfa ganbiHoay:

ECKEPTINE: BD ProbeTec ET (CT/GC) Controls and Diluent (6akbinay epiTiHginepi MmeH epiTkilwTi) nanganady angbiHga 6enve
TemneparypacbiHa AeiH XbINbITy KEpek.

1. TekcepinetiH apbip nnactuHa yLwiH xaHa CT/GC Tepic 6akbinay TyTiri MeH CT/GC oH 6akbinay TyTiriH fabiHAaHbI3. MNnactuHaaa
peareHT BymacblIHbIH BipHeLLe napTUsNbIK HEMIpi Typca, 6akbinay epiTiHAiNepiH ap NapTUSMEH TeKCepin LUbIFy Kepek.

CT/GC Tepic bakbinay TyTiriHiH KaknarbiH allblHbI3. XKaHa TamMLLybIp yLlbl HEMECE XaHa TaMLLYbIPMEH epiTKILUTEH 2,0 MM KOCbIHbI3.

TyTIKTIH KaknaFblH Xayblirn, 5 ¢ WwankaHpI3.

CT/GC oH Gakbinay TyTiriHiH KaknarbiH allbiHpbI3. XKaHa TamLuybIp yLibl HEMEeCe XaHa TaMLUybIpMEH epiTKiluTeH 2,0 M KOCbIHbI3.

TyTIKTIH KaknafFblH Xaybin, 5 ¢ WankaHpl3.

Bakbinay epiTiHainepi nuaunc ypgiciHe garbiH.

Ynrinepai xxaHe 6akbinay epiTiHginepiH nusucrey:

JInsnc cepeciH NN3NC KbI3AbIPFbILLbIHA CanbIHpI3.

Ynrinepai 30 MUHYTTaM XbINbITbIHbI3.

30 MUHYTTaH KEeMNiH NMUM3UC CepeciH NU3NC Kbi3AbIPFbILLbIHAH LUbFapbin, 6erve TemnepartypacbiHaa KeMiHae 15 MUHYT CybITbIHbI3.

ECKEPTNE: Ynrinepai nusucten 6onFaHHaH KeWniH:

a. Onapgbl 18-30 °C TemnepaTtypacbiHaa 6 caratka AeliH cakTayFa 6onaabl xaHe kaiTa Nu3nc Kocychl3 cbiHayFa 6onaapi.

a. Onapgbl 2-8 °C Temnepatypaga 5 KyHre AeiiH caktayra 6onaabl. Tekcepy angbliHaa ynrinepai warkay xaHe kaiTagaH
NM3NCTEY KaXeT.

6. Onapgbl -20 °C Temnepatypaga 98 kyHre fewiH cakrayra 6onaabl. Tekcepy anabiHaa ynrinepai 6enmve temneparypacbiHaa
epiTy, Wavikay XeHe KavTafgaH nusuctey kaxet. JlnsuctenreH ynrinepai exi peT katbipbin, epityre 6onaapi.
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H.1. CT peareHT xu1HafbIMEH XacanaTtblH CblHaK npoueaypachbl:

ECKEPTNE: napanan6ait Typbin, TONTbIPyFa XXeHe KyLLeNTyre apHarfaH WwarbiH TyTikTepai 6enve temneparypacbiHa AeviH
XbINbITY KEpek.

1. BD ProbeTec ET CT/GC Amplified DNA Assay Endocervical Specimen Collection and DRY TRANSPORT Kit (kywenTinreH
OHK TanpgaybiHa apHanfaH aHgouepBuKkangbl cbiHamanap xublHTbIFbl )aHe KYPFAK TACBIMATOAY biabicTapbliHbIH
XMbIHTbIFbIMEH) HeMmece BD ProbeTec ET CT/GC Amplified DNA Assay Male Urethral Specimen Collection and DRY
TRANSPORT Kit (kywenTinren AHK TangaybiHa apHanfaH epriep Killi AapeTi cbiHamManap XublHTbifFbl kaHe KYPFAK
TACBIMATOAY blablCTapblHbIH XUbIHTbIFBIMEH) XXUHAIFaH Yrrinep )aHe eHAenreH Hecen ynrinepi yLwiH epiTinreH xaHe
cankblHAaTbIFaH ynrinep MeH 6akblnaynapablH KaknakTapbiH LWeLLiHi3 )aHe KOKbICKa TacTaHbI3.

2. BD ProbeTec ET CT/GC Amplified DNA Assay Collection Kit for Endocervical Specimens (kywentinreH JHK tangaynapbiH
XMHay XUbIHTbIFbIMEH) anblHFaH aHgouepBukangbl ynrinepaid Hemece BD ProbeTec ET CT/GC Amplified DNA Assay Collection
Kit for Male Urethral Specimens (CT/GC kywenTinreH OHK TangaynapbiH XuHay XWUbIHTbIFbIMEH) anblHFaH ep agamaapabiH,
ypeTpanbiK yArinepiHiy xafbiHAbINapbl YLWiH Keneci kagaMmaapabl OpblHOAHbI3:
a. TyTIKTiH KaKnafblH aLlbin, apTblK CYMbIKTBIKTbI LUbIFAPY YLUiH, XaFbIHAbIHbI TYTIKTiH XXUeriHe ainan 6acbiHpI3.

8. KaknakTbl/TaMnoHAbl TYTIKTIH iLWiHEH TapTbIN WbiFapbiHbi3. TamLwbinapabiH WallblpaybliH 6onapipmay YiliH, TYTiKTIH ipreciH
6acnaHpI3, 6yn ankac nactaHyfa anbin Kenyi MyMKiH.

6. KaknakTbl/TaMnoHAbl NaKTbIpbIHbI3.
3. ©HpgenreH Hecen ynrinepiHiH TYTiK KAKNarbIH aLUbIM, KAKNaKTbl TAKTbIPbIHbI3.
JlactaHyabl 6onabipmay yLliH, KOnFanTapbiHbI3Abl aybICTbIPbIHbI3.

5. “Plate Layout Report” (TakTanwaHblH opHanacy ecebiH) nanganaHsin, CT (GipbiHFai xacbin) TONTbIpyFa apHarnfaH LWarblH
TYTIKTEpPAi TakTanwara cany apkbinbl anbiHaaHbI3. TakTarwa “Plate Layout Report” (TakTaiwwaHbiH opHanacy ecebiHe) ykcac
peTTenreH 6onybl Kepek.

6. LWafbIH TyTiK KanTanapblH TOMEHAE KOPCETINreHaen kanTa xabbiHpI3.
a. KantaHbl Teric 6eTke opHanacTbIpbIHpbI3. ALLbIK YLLIbIH KOMbIHbI3OeH BipTekTi ycTan TypblHpbI3.
8. KpicbiM Tycipe OTbIpbIn, caycarblHbl30eH KanTaHblH 6ekiTneciH 6ip yLITaH ekiHLi yilbiHa AeliH CbIPFbITbIHbIS.
0. KanTaHbIH aKCbl abblnFaHbIH TEKCEPIHI3.

7. BD ProbeTec ET Pipettor (tamwybip) kypaneiHaa “Program 1” (3-6argapnamaHbl) TaHaaHbI3.

8. TambI3y yLuTapblH KOTepiHi3. AXblpaTy TETIrH TONbIFBIMEH CbIPTKA TapTy apKbifibl TaMLLYbIP KyparbiH LWblFapblHbI3.
ECKEPTINE: cyMbIKTbIKTBIH afyblH 6ongbipMay YLUiH, yLUTapAbliH TaMLwyblp KypanbiHaa 6epik opHaTbInFaHbIH TEKCEPIHI3.

9. Ynrinepgin 1-6araHbiHaH 200 MK CYMbIKTbIK COPFbI3bIHbI3.

10. TamwybipAbl akbIpbIH TYCIPiHi3, TaMLUYbIp YLITaPbIH TYTIKTEPAiH WeTTepiHe TUrisin, TONTblpyFa apHanfaH WarblH TYTIKTepaiH
GipiHWi katapbiHa (1 A-H) 150 MKkN TambI3bIHbI3.
ECKEPTINE: tTamwybIp yLWbIH YNrinepain Hemece LarblH TYTIKTEPAIH YCTiHE TyCipMeH;i3, Oyn nacTtaHyfra anbin Kenyi MyMKiH.
KaybIpT Ko3rany HoTUXecCiHAe CyMbIKTbIK Tamybl He cebinyi MyMKiH.
ECKEPTNE: ganaik neH HakTbIMbIKTbl KAMTaMachl3 Ty XaHe arikac nactaHyabl 6onasipmay YLliH, CyMbIKTbIKTapabl WaFbiH
TYTIKTEPAIH iLKi KabblpFacblHbIH 60MbIMEH TaMbI3y MaHbI3Abl 6onbin Tabbinagbl.
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23.

24.

25.

26.
27.

28.

29.

¥LUTap,E]bI KOKbICKa TaCTaHbI3. TaMLIJyI:Ip KypanbiH 6acTankbl kannbiHa KeJ'ITipy YLIJiH, bICbIpMaHbl 6ocaTbIHbI3.

ECKEPTTIE: xxymbic alimarbiHbIH lacTaHyblHa ceben 6onybl MyMKiH TaMLbinay MeH cebinynepai 6ongpipmay yLliH, ywtapabl
abarnnan TacTaHpl3.

XKaHa ywitapabl ketepin anbin, 2-ynri 6araHbiHaH 200 MK CYMbIKTbIK COPFbI3bIHbI3.

TamwybIpAbl akbIpblH TYCIPIHI3, TaMLUYbIP YLUTapblH YAWbIKTApAbIH WETTEepiHe TUTi3in, TONTbIPyFa apHarnfaH WarblH TYTIKTEPAiH
ekiHWi kaTtapbliHa (2 A-H) 150 MKN TaMbI3bIHpI3.

¥LTapabl KOKbICKa TacTaHbl3.
CblHaKTbIH KanfFaH ynrinepid TacbiManaayabl XanfacTblpblHbI3.

TonTblpyFa apHarnfaH LWarblH TYTiK TaKTalllacbiH NPUMAEY KaknarbIMEH Xayblir, TakTalwaHbl 6enmve TemneparypacbiHaa
wamameH 20 MUHyTTan nHKybauusinanbi3. (EH kebi 6 caraT nHkybauusinayra 6onagbl.)

ECKEPTNIE: ynri TyTikTepiH ycTay YyLiH, eHAenreH ynrinepAi xxaHa kaknakrapMeH xabblHbI3.

Mpumaey MHKyGaumsacel askTanfaHaa, KyLLenTy TakTanlwacbiH AaiblHAaHbI3. TakTanllagarbl KyLenTyre apHarfaH WarbiH
TyTikTepai “Plate Layout Report” (TakTalilaHblH opHanacy ecebiHe) caiikec peTTeHi3 (NpuMaey TakTanwacbiMeH Gipaen).
LafbIH TYTiK kanTanapblH 6-kafamaa kepceTinreHaen kanTa abblHbI3.

TonTelpyFa apHanfaH LafbliH TYTIK TakTanLLachiHbIH KaKnarbiH allbiHpI3 Aa, TakTavlaHbl NpUMAEY Kbi3AbIpFbillibiHA CasbiHbI3.
KywenTyre apHanfaH wwarblH TYTiK TakTaiwacsiH JJIEPEY XbinbITy Kbi3OblpfbillblHa Canbin, anfbliH ana XbifbITbiN anbiHbI3.

Tanmepai 10 MuHyTKa KonbiHbI3 (ECKEPTIIE: 6yn kagampaa kepceTinreH yakbITThbl Kagafanay eTe MaHbI3Abl.)
10 MUHYTTBIK (+/— 1 MWH) MHKYGaumMsifaH KeliH, TamLyblp KypansiHaarsl “Program 5” (5-6argapnamMaHbl) TaHaaHbI3.

YwTapabl anbin, TONTbIpyFa apHanfaH LWafblH TYTiK TaKkTahwacbiHbiH 1-6aFaHbiHaH 100 MK CYMbIKTIKTBI KyLLEWTYre apHanfaH
LUaFbIH TYTiK TakTanwacblHblH, 1-6aFaHbiHa TacbiManaHbi3. Tambidy yLUTapbIH YALWbIKTApAbIH, XKUeriHe TUri3in, CyMbIKTbIKTbI
TambI3blHbI3. TaMbI3FaHHaH KeWiH, TaMLUybIp YLIbIHA YALWbIKTApAaFbl CYMbIKTBIKTBI @BTOMATThl TYpAe apanacTtbipybliHa MyMKIHAIK
OepiHi3. TamLybIp KypanbliH TakTanwagaH abannan keTepin WoiFapbiHbi3. backa ysaulbiKTapra Tvin KeTyiH 6ongbipMaHbI3.
¥wTapabl Kokbicka TacTaHbl3. XXaHa yluTapabl KeTepiHi3 Ae, TONTbIpyFa apHarnfaH WarblH TyTiKTepaeri peakums

KocnacbliH KyLLenTyre apHarfaH LafbiH TYTiKTepre ap baraHaarbl xaHa ywtapapbl nanganaHein, 6araH 6ovblHLLA
TacbiManaayabl XKanfacTblpbIHbI3.

CoHfbl baraH TacbiMangaHfaH coH, KylenTtyai repMmetusaumsinay KypasnblHblH acTapblH LWblFapblHbI3 (LLaFbIH TYTIKTEPMEH 6 He
ofaH a3 GaraH TonThIpbINFaH Gonca, KypanablH acTapblHbIH XXapTbIChIH, an erep 7 He odaH ken GaraH ToNTbipbinFaH 6onca,
acTapAbl TONbIFbIMEH LUbIFapbIHbI3). FepMeTu3aumsnay KypanbiH TaKTalllaHblH YCTIHEH XXUEKTepi MEH OpTacbiHaH YCTaHbI3.
lepmeTn3auusinay KypanbiHbIH OpTacblH aHbIKTay YLUIH XbIbITY Kbl3AbIPFbILbIHLIH HYCKaynapbiH kapaHbl3. [epmeTusaumsnay
Kyparnbl LafblH TYTIKTEPAiH YCTiHAE TakTalluaHbl ki LUETIHEH Ae KamTuabl. BapnblK WarbiH TYTIKTEP TOMNbIFbIMEH OyblnFaHbIH
KamTamachbI3 eTy YLUiH, repMeTu3auusinay KyparnbiH TOMeH kapai utepin 6acbliHbl3.

BD ProbeTec ET nanganaHyLubl uHTepdericivaeri ycTarbilThl WhiFapbim, ecikTi awbiHpi3. BEKITIIFEH kywenTtyre apHanfaH
LWafblH TyTik TakTanwackiH BD ProbeTec ET Instrument (kypanbiHa) AEPEY (30 c iwiHae) TacbiMangaHbl3 Aa, CbiHakTa
6acTaHpi3. (Tonblk Hyckaynapabl BD ProbeTec ET System (xyieciHiH) nanganaHyLubl HyCKaymblfbiIHaH KapaHbi3.)

Tekcepyni 6acTaraHHaH KeliH Ta3anay npoueaypacbiHblH keneci 6eniriH opbIHAaHbI3:

a. OnTbIpyFa apHanfaH LWarblH TyTikTepai KylwenTyai repmetusauusnay KkypanbiMeH OybiHbI3 Aa, TakTalllaHbl NpUuMaey xaHe
XbINbITY Kbl3ObIPFbILLbIHAH LUbIFapbIHbI3.

ABAWNAHbI3! Temnepatypa geHreii 70 °C rpagycTaH acagbl. TakTanllaHbl LWbiFapy YLUiH, bICTbIKKa Te3iMai
KOnFanTbl NanaanaHbIHbI3.

a. TakTanwaHbl 3epTxaHa ycTerniHe KoWbln, 5 MUHYTTan CybITbIHbI3.

9. ByblnFaH ToNTbIpyFa apHanfaH LWarblH TYTiKTepai TakTanwanaH 6ekiTneciHin YCTiHri xxaHe TeMeHri 6eniriHeH ycray xaHe
ysilwbIkTapabl 6ip xuHak peTiHae GapnbifbiH Gipre keTepy apkbirbl LbiFapbliHbI3. LLaFbliH TyTikTepai Kokbic AopbackiHa
canblHpI3 Aa, ay3blH abblHbI3.

6. Temip TakTanwaHbl Tazanay:

Takranwanbl ELIMINase, DNA AWAY epitiHginepimeH Hemece Alconox epiTiHaici 6ap 1% (kenem/kenem) HaTpui

TMNOXMOPUTIMEH LUAbIHbI3.

CopaH keliiH, CyMeH Luaiibin xibepiHi3.

TakTanwaHbl Ta3a cynrire opan, TONbIFbIMEH KENTIpin anbiHpI3.
CblHak asiKTanraHaa, OHbIH HaTWxenepi 6ackin LWblfapbinagsl.
TakTanwa ycTafbilbIH caTbl4aH LUblFapbin, €CiKTi allblHbI3 Aa, TaKTalllaHbl WbiFapblHpbl3. ECIKTI xaybin, TakTanwa caTbICbiH
KypangpblH ilWiHe KanTa opHaTbIHbI3.
BybinfaH KyLuenTyre apHanfaH LwarblH TyYTiKTepAi TakTanwanaH weirapbiHbis. CAKTAHOBIPY HYCKAYIIAP: warbiH
TYTiKTEpAEH Xaby MaTepuanbiH anMaHbI3. bybinFaH warbiH TyTikTepAi 6ekiTNeciH YCTiHr )xeHe TeMeHri 6eniriHeH ycray xaHe
6ip *unHak peTiHae 6apnbifbiH Bipre TakTaviluagaH KeTepy apKbifbl OHaw LbiFapyFa 6onaabl. BybinFaH WwarbiH TYTIKTEPAi KOKbIC
popbacbkiHa canbiHbI3. [JopbaHbiH ay3blH GeKiTiHi3.

Temip TakTanwaHbl Tazanay:

TakravwaHbl ELIMINase, DNA AWAY epiTiHainepimeH Hemece Alconox epiTiHaici 6ap 1% (kenem/kenem) HaTpuii
TMNOXIOPUTIMEH LUANbIHbI3.

CopaH KeWiH, CyMeH Luaiibin XibepiHi3.
TakTanLwaHbl Tasa cynrire opan, ToNbIFbIMEH KENTIPin anbiHbI3.
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30. KyHHiH COHfbI CblHaFbl XacarnfaHHaH KeniH, keneci Tasanay npolenypacbiH OpblIHAAHbI3:

a. Karas cynrinepai Hemece fake TaHfbiwTapabl ELIMINase, DNA AWAY epiTtiHagiciHe Hemece Alconox epiTiHaici 6ap 1%
(kenem/kenem) HaTpUii TMNOXNOPUTIHE ManbIM, NU3NUC KbI3AbIPFbILLBIHLIH, MPUMAEY KOHE XKbINbITY Kbl3AbIPFbILLbIHbIH,
BD ProbeTec ET Instrument (KypanbiHbIH) YCTiHri, CbIpTKbl 6€TiH CypTiHi3. EpiTiHAi KypanabiH 6eTiHae 2—3 MUHYT TYPCbIH.
CopaH keWiH kaFa3 cynrinepai Hemece fake TaHFbILLTapAbl CyFa Manbin, Tazanay epiTiHAiciH cypTin TacTaHpl3. Tasanay
epiTiHAINepiH KonaaHy XaHe CYMeH Luato KesiHae Ccynrinep MeH TaHFbILWTapAbl Xu1i aybICTbIPbIN TYPbIHBI3. KaFas cynrinepai
Hemece aake TaHrbiwTapabl ELIMINase, DNA AWAY epitinginepimeH Hemece Alconox epiTiHaici 6ap 1% (kenem/kenem)
HaTpuiA rMNOXNopuTiHe Manbin, TamLwyblp-4o3aTopablH TyTkacklH cypTiHi3 (TEK T¥TKACDIH). 2—3 mMuHyTTaH KeiH, TyTKaHbI
CyFa MarblHFaH KaFa3 Cynri Hemece AaKe TaHFbILLNEH CYPTiHi3.

9. JIM3nc blgbICbIH, NMU3NC biAbICLIHbLIH HETi3iH, NMN3UC bIAbICbIHbIH, KaKNafFbIH xaHe TakTanwanapasl ELIMINase, DNA AWAY
epiTiHaiciHe Hemece Alconox epiTiHaici 6ap 1% HaTpuii runoxnoputiHe 1-2 MUHYTKa canbiHbI3. XXakcbinan cymMmeH LuanblHbI3
a3, KenTipiHi3.

6. Tamwyblp KypanbiH KanTa 3apsaTaHbI3.

d. BybinfFaH Kokblc fopbacklH xaHe GronornanbIk kayinTi JopbaHbl nacTaHFaH GUONOrMAnbIK KOKbIC MatepuanaapblH Tactay
yLwiH 6enrineHreH npoueaypanapra cavikec TacTaHbI3.

H.2. CT/AC peareHT }1HaFbIMEH XacanaTbIH CbIHaK npoueaypachbi:

ECKEPTNE: naiganan6ait Typbin, TONTbIPYFa XeHe KYLLeNTyre apHarnfaH warblH TyTikTepai 6enve tTemnepartypacbiHa AewiH
XKbINbITY KEPEK.

1. BD ProbeTec ET CT/GC Amplified DNA Assay Endocervical Specimen Collection and DRY TRANSPORT Kit (kywwewTinreH
OHK TangayblHa apHanfaH aHgouepBuKkanbl CbiHamanap XublHTbiFbl )aHe K¥PFAK TACBIMAJIOAY biabiCTapbiHbIH
XublHTbIFbIMEH) Hemece BD ProbeTec ET CT/GC Amplified DNA Assay Male Urethral Specimen Collection and DRY
TRANSPORT Kit (kywenTinreH AHK TangaybiHa apHanfaH epriep Killi 48peTi CbiHamanap XublHTbIFbl )aHe K¥PFAK
TACBIMATLAY bigblCTapblHbIH, XUbIHTbIFBIMEH) XXUHAMNFaH YArinep XXaHe eHAenreH Hecen ynrinepi ywWiH epiTinreH xaHe
cankblHAaTbINFaH ynrinep MeH bakplnaynapablH KaknakTapblH LUELLiHi3 XeoHe KOKbICKa TacTaHbI3.

2. BD ProbeTec ET CT/GC Amplified DNA Assay Collection Kit for Endocervical Specimens (kywwewTinreH HK TangaynapbiH
XXMHay XUbIHTbIFBIMEH) anblHFaH dHAoLepBukangbl ynrinepgin Hemece BD ProbeTec ET CT/GC Amplified DNA Assay Collection
Kit for Male Urethral Specimens (CT/GC kywentinreHn [JHK TanaaynapbiH )XuHay XUbIHTbIFBIMEH) anblHFaH ep agamaapabiH
ypeTpanbiK YrinepiHiH >kafbiHAbINapb! YLWiH Keneci kagamaapAbl OpblHAAHbI3:
a. TyTiKTiH KaKnafFblH aLlbin, apTblK CYMbIKTBIKTbI LbIFapy YLUiH, XafbIHAbIHbI TYTIKTiH XMeriHe xavnan 6acbiHbI3.

9. KaknakTbl/TaMnoHabl TYTIKTIH iLWiHEH TapTbin WbiFapbiHbI3. TaMmLbiNapablH WallblpaybliH 6onabipmay YiliH, TYTIKTIH ipreciH
GacnaHpl3, 6yn ankac nactaHyfa anbin Kenyi MyMKiH.

0. KaknakTbl/TamnoHabl NaKTbIPbIHbI3.
3. ©HpgenreH Hecen ynrinepiHiH TyTiK KaknafbiH allbin, kKaknakTbl NaKTbIpbIHbI3.
JlactaHyabl 6ongbipMay yLliH, KonFanTapblHbI3Abl aybICTbIPbIHbI3.

5. “Plate Layout Report” (TakTanwaHblH opHanacy ecebiH) nanganaHbin npumaey TaKTanwacbiH anbiHaaHbl3. TakTaklaHbIH,
illiHe TONTbIpPyFa apHar¥aH LIaFbIH TYTIKTepAi TOMeHAe KepceTinreH peTneH opHanacTbIpy kepek: CT (kaTTbl Xacbin
warblH TyTikTep) xaHe AC (KaTTbl kapa warblH TyTikTep). TakTanwa “Plate Layout Report” (TakranwaHblH opHanacy ecebiHae)
KepceTinreHaen peTTenreHLle kanTanaHpi3.

6. LWafbIH TyTiK KanTanapblH TOMEHAE KepCeTinreHaen kanTa xxabblHpi3.
a. KanTaHbl Teric 6eTke opHanacTbIpbiHbI3. ALLbIK YLLbIH KOMNbIHbI30EH BIpTEKTi ycTan TypbIHbI3.
9. KpicbiM Tycipe oTbIpbIn, caycafbiHbI30eH kanTaHblH 6ekiTneciH Gip yLuTaH eKiHLWi yilbiHa AEeWiH ChIPFbIThIHBI3.
6. KanTaHbIH >aKCbl abbliFaHbIH TEKCEPIHI3.
7. BD ProbeTec ET Pipettor (tamwybip) kypansiHaa “Program 2” (2-6arnapnamanbl) TaHAaHbI3.
8. TamblI3y yLuTapblH KOTEPIHi3. AXbIpaTy TETIrH TONbIFBIMEH CbIPTKA TAPTY apKbifibl TAMLUYbIP KyparbiH LWblFapbIHbI3.
ECKEPTIIE: cyMbIKTbIKTbIH afyblH 60nabipmay YLUiH, ylWTapablH TamLyblp KypanbiHaa 6epik opHaTbinFaHbiH TEKCEPIHI3.
9. 1-ynri 6araHbiHaH 400 MK CYMbIKTbIK COPFbI3bIHbI3.

10. Tamwyblp KypanbIH Xannan TyCipiHi3, COAaH KeliH TamMbi3y yLUTapbiH YALWbBIKTAPAbIH XXUeriHe TUri3in, TONTbipyFa apHanfaH
LUaFbIH TYTIKTEPAiH, TuicTi 2 6araHbiHbIH (1 A-H; 2 A-H) ap kancbiHa150 Mk TaMbI3bIHbI3.

ECKEPTNE: TamMwwybIp yLbIH YArinepaiH HeMece LafbiH TYTIKTEPAIH YCTiHe TycipMeHi3, Oyn nactaHyfa anbin Kenyi MyMKiH.
KaybIpT Ko3Fany HaTUXeciHAe CYMbIKTbIK Tamybl He cebinyi MyMKiH.

ECKEPTNE: ganpaik neH HakTbINbIKTbl kAMTaMachl3 Ty XeHe aiikac nactaHyabl 6onabipmay YLUiH, CyMbIKTbIKTapab! WaFbiH
TYTIKTEPAIH iLLKi KabblpFacblHbIH GOMbIMEH TaMbl3y MaHbI3abl 6onbin Tabbinagb.

11. ¥wTrapabl KOKbICKa TacTaHbI3. TamLuybIp KypanbiH 6actankbl KanmnbliHa KENTipy YLUiH, biCbipMaHbl 60caTbiHpI3.

ECKEPTTIE: xxymbic alimarbiHbIH TacTaHyblHa ceben 6onybl MyMKiH TaMLbinay MeH cebinynepai 6ongpipmay yLliH, ywtapabl
abarnan TacTaHpl3.

12. XaHa ywrapabl keTepin anbin, 2-ynri 6araHbiHaH 400 MK CybIKTbIK COPFbI3bIHbI3.

13. TamwybIp KypanbIH Xannan TyCipiHi3, COAaH KeliH Tambi3y yLUTapbiH YALWbBIKTAPAbIH XXUeriHe TUrisin, ToNTbipyFa apHanfaH
LWaFbIH TYTIKTEPAiH, THicTi 2 6araHbiHbIH (3 A-H; 4 A-H) ap kaiicbiHa 150 MK TaMbI3biHbI3.

14. ¥wTapapbl KOKbICKka TaCcTaHpI3.
15. CblHaKTbIH KanfaH ynrinepiH TacbiMangayabl XXanfacTbIpblHbI3.

»
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16.

17.

18.
19.

20.
21.

22.

23.

24.

25.

26.
27.

28.

29.

30.

TonTblpyFa apHarnfaH LWarblH TYTiK TaKTalllacbiH NPUMAEY KaknarbIMEH Xayblirn, TakTanwaHbl 6enmve temneparypacbiHaa
wamameH 20 MuHyTTan nHKybauusinanbl3. (EH kebi 6 caraT nHkybauusinayra 6onagbl.)

ECKEPTNE: ynri TyTiKTepiH ycTay yLiH, eHAenreH ynrinepAi xxaHa kaknakrapMeH xabblHbi3.

Mpumaey nHkyGaumsacel askTanfaHaa, KyLenTy TakTanwacbiH AaiblHAaHbI3. TakTanllagarbl KyLWenTyre apHarfaH LWarbiH
TyTikTepai “Plate Layout Report” (TakTalilaHblH opHanacy ecebiHe) caiikec peTTeHi3 (NpuMaey TakTanwacbiMeH Gipaen).
LafbIH TYTiK kanTanapblH 6-kafamaa kepceTinreHaen kanTa abblHbI3.

TonTblpyFa apHarnfaH LWarblH TYTiK TaKTallLaCbiHbIH KakKMafblH allblHbI3 Aa, TaKTawaHbl NPUMAEY Kbl3AbIPFbilUbiHA CanblHbI3.
KywenTyre apHanfaH wwarblH TyTiK TakTaiwacsiH JJIEPEY XbinbITy Kbi3ObIpfbillblHa canbin, anfbliH ana XbifbITeiN anbiHbI3.

Tanmepai 10 MuHyTKa KonbiHbI3 (ECKEPTIIE: 6yn kagampaa KepceTinreH yakbITThbl Kagafanay eTe MaHbI3Abl.)
10 MUHYTTBIK (+/— 1 MWH) MHKYGaumMsiAaH KeliH, TamLyblp KypansiHaarsl “Program 5” (5-6argapnamMaHbl) TaHaaHbI3.

¥wTapabl anein, TONTbIpyFa apHanfaH WarblH TYTiK TakTanwackliHbiH, 1-6araHbiHaH 100 MK CyMbIKTBIKTBI KYLLENTYre apHarnfaH
LWaFbIH TYTiK TakTanwacblHblH, 1-6aFaHbiHa TacbiMangaHbi3. Tambldy yLUTapbIH YALWbIKTApAbIH, XXUEeriHe TUri3in, CyMbIKTbIKTbI
TaMbI3blHbI3. TaMbI3FaHHaH KeliH, TaMLUYbIp yLUbiHA ySALIbIKTAapAarbl CYMbIKTLIKTbI aBTOMaTThbl TYpAe apanacTbipybliHa MYMKIHAIK
6epiHi3. TaMLybIp KypanbliH TakTanwaaaH abavinan ketepin weifapbiHbi3. backa yswbiKkTapFa Tvin keTyiH 6onabipMaHpI3.

¥wTapabl KOKbICka TacTaHbl3. XKaHa yluTapabl KeTepiHia Ae, TONTLIPyFa apHarnfaH LafFblH TyTiKTepaeri peakumsi
KOCMacblH KYLLeTyre apHasfaH LuafbiH TyTikTepre ap 6araHaarbl )aHa ylwTapabl nanganaHsin, 6araH 6oibiHWa
TacbiManaayabl XanracTblpbliHbI3.

CoHfbl baraH TacbiMangaHfaH coH, KylenTtyai repMmetusaumsinay KyparnblHblH acTapblH LWblFapblHbI3 (LLaFblH TYTIKTEPMEH 6 He
ofaH a3 6araH TonTeIpbinFaH 6onca, KypanablH acTapblHbIH XapTbICbIH, an erep 7 He oAaH ken baraH TonTbIpbinFaH Gonca,
acTapbl TOMbIFbIMEH LUbIFapbIHbI3). FepMeTu3aumsanay KypasblH TakTanLllaHblH YCTIHEH XMUEeKTepi MeH opTacblHaH YCTaHbI3.
lepmeTu3auumsanay KypanblHbiH OpTachlH aHbIKTay YLUIH XbINbITY Kbl3AbIPFbILLbIHBIH HYCKaynapblH kapaHbel3. FepmeTu3aumsnay
Kyparnbl LafblH TYTIKTEPAiH YCTiHAE TakTalluaHbl ki LUETIHEH Ae KamTuabl. bapnblK WarbiH TYTIKTEP TOMNbIFbIMEH OyblnFaHbIH
KamTamachbI3 eTy yLUiH, repMeTu3auusanay KypanbsiH ToMeH kapai ntepin 6acbiHbI3.

BD ProbeTec ET nanganaHyLubl uHTepdenciHaeri yCTarFbILLThI LbIFAPbIM, €CIKTi alwbiHbI3. BekiTinreH Kywentyre apHanfaH
LWafbIH TyTik TakTanwackiH BD ProbeTec ET Instrument (kypansiHa) AEPEY (30 c iwiHae) TacbiMangaHbl3 Aa, CbiHakTa
6acTaHpi3. (Tonblk Hyckaynapabl BD ProbeTec ET System (xyieciHiH) nanganaHyLubl HyCKaymbifbIHaH KapaHbI3.)

Tekcepypni 6acTaraHHaH KeliH Ta3anay npoueaypacbiHblH keneci 6eniriH opbIHAaHbI3:

a. TonTblpyFa apHanfaH wWwarblH TyTikTepai KylwenTtyai repmetusaumsinay kypansiMeH BybiHbI3 Aa, TakTanllaHbl NpuMaey XaHe
XbINbITY Kbl3AbIPFbILLbIHAH LUbIFapbIHbI3.

ABAWNAHbI3! Temnepatypa geHreii 70 °C rpagycTtaH acagbl. TakTanllaHbl LWbiFapy YLUiH, bICTbIKKa Te3iMai
KonFanTbl NanaanaHbIHbI3.

b. TakravwaHbl 3epTxaHa ycTeniHe Kovblir, 5 MUHYTTan CybITbiHbI3.

6. ByblnFaH TONTbIpyFa apHarnfaH LWarblH TYTiKTepai TakTanwanaH 6ekiTneciHin YCTiHri xxaHe TeMeHri 6eniriHeH ycTay xaHe
ysilwbIkTapabl 6ip xuHak peTiHae GapnbifbiH Gipre keTepy apkbirbl LbiFapbliHbI3. LLaFbliH TyTikTepai kKokbic AopbackiHa
canblHpI3 A, ay3blH abblHbI3.

d. Temip TaKTanwaHbl Tazanay:

Takranwanbl ELIMINase, DNA AWAY epitiHginepimeH Hemece Alconox epiTiHaici 6ap 1% (kenem/kenem) HaTpui
TMNOXMOPUTIMEH LUAWbIHbI3.

CopaH KkeliH, CyMeH Luaiibin xibepiHi3.

TakTanwaHbl Ta3a cynrire opan, TONbIFbIMEH KENTIpin anbiHpI3.

CblHak asiKTanraHaa, OHbIH HaTWKenepi 6ackin LWblfapbinagsl.

TakTanwa ycTafbilbIH caTbl4aH LUblFapbin, €CiKTi allblHbI3 Aa, TaKTalluaHbl WbiFapblHpbl3. ECIKTI xaybin, TakTalnwa caTbICbiH

KypangpblH iliHe KanTa opHaTbIHbI3.

BybinFaH KyLuenTyre apHanfaH LarblH TyYTiKTepAi TakTavwanaH weirapbiHbi3. CAKTAHOBIPY HYCKAYIIAP: warbiH

TYTiKTEpAEH Xaby MaTepuarnbiH anmMaHbI3. XKabbiK WwafFblH TYTIKTEPAI repmeTu3auusnay KypanbliH YCTiHTi XKoHe acTbIHfbI

XafblHaH ycTan, 6ip XuHak peTiHae Gipre TakTanwagaH keTepin anca, onap oHan weiFagdbl. BybinFaH WwWarbIH TYTIKTEPAI KOKbIC

popbacbkiHa canbiHbI3. [JopbaHbiH ay3blH GeKiTiHi3.

Temip TakTanwaHbl Tazanay:

TakravwaHbl ELIMINase, DNA AWAY epiTiHainepimeH Hemece Alconox epiTiHaici 6ap 1% (kenem/kenem) HaTpui

TMNOXIOPUTIMEH LUANbIHbI3.

CopaH KeWiH, CyMeH Luaiibin XibepiHi3.

TakranLwaHbl Tasa cynrire opan, ToNbIFbIMEH KENTIPin anbiHbI3.

KYHHIH COHfbl CblHafbl XacarnfaHHaH KeuiH, keneci Tasanay npouegypacbiH OpblHAAHbI3:

a. Karas cynrinepgi Hemece pake TanfbiwTapabl ELIMINase, DNA AWAY epitiHaiciHe Hemece Alconox epiTiHaici 6ap 1%
(kenem/kenem) HaTpU TMNOXIOPUTIHE MasbIM, NIU3NUC KbI3ABIPFbILULIHLIH, MPUMAEY XOHE XbIbITY Kbl3[bIPFbILLbIHbIH,

BD ProbeTec ET Instrument (KypanbiHbIH) YCTiHri, CbIpTKbl O6€TiH CypTiHi3. EpiTiHAI KypanabiH 6eTiHae 2—3 MUHYT TYPCbIH.
CopaH KkeWiH karas cynrinepai Hemece oke TaHFbILLTapAbl CyFa ManbliM, Tasanay epiTiHAICIH cypTin TacTaHpl3. Tasanay
epiTiHAINEepiH KonAaHy XeHe CyMeH Luato KesiHAe Cynrinep MeH TaHfbILTapabl Xui aybICTbIpbIN TypbiHbI3. Karas cynrinepai
Hemece Aoke TaHfbiwTapabl ELIMINase, DNA AWAY epitinginepimeH Hemece Alconox epiTiHaici 6ap 1% (kenem/kenem)
HaTpuii TMNOXNopuTiHE Manbin, TamLyblp-4o3aTopablH TyTkackiH cypTiHi3 (TEK T¥TKACDIH). 2—3 muHyTTaH KeniH, TyTKaHbI
CyFa MasnblHFaH KaFa3 Cynri Hemece A9Ke TaHFbILMNEH CYPTiHi3.
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9. JIM3uc bIObIChIH, NMU3NC bIObICLIHLIH HETi3iH, NMN3UC bIAbICBIHBIH, KAKNaFbIH xaHe TakTanwanapasl ELIMINase, DNA AWAY
epiTiHaiciHe Hemece Alconox epiTiHaici 6ap 1% HaTpuii rmnoxnopuTiHe 1-2 MUHYTKa canbliHbI3. XKakcbinan CyMeH LialbiHbI3
[0a, KenTipiHi3.

6. Tamwyblp KypanbiH KaiTa 3apsiaTaHbl3.

d. BybinFaH Kokblc fopbacklH xaHe GronorusnbIk kayinTi Jopb6aHbl nacTaHFaH GUONOrMsAnbIK KOKbIC MaTepuanaapbiH Tactay
YLWiH GenrineHreH npoueaypanapra Caikec TacTaHbl3.

CANAHbI BAKbIJTIAY

BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae positive and negative control set (oH >xaHe Tepic 6ackapy
3MEeMEeHTTEPIHIH XWbIHTbIFbI) Benek 6epineni. Opbip Tangay yLiH xaHe apbip XaHa cepusi Hemipriepi 6ap XUHaKTafbl peareHT YLUiH
6ip 6ackapy aneMeHTi Kocbliny kepek. backapy anemeHTTepiH Ke3nencok peTneH opHanacTbipyra 6onaabl. CT/GC oH 6ackapy
3MeMeHTi TeK MaHbI3abl peareHT caTcisairiH faHa 6akpinangel. CT/GC Tepic 6ackapy aneMeHTi peareHTTi xaHe/Hemece KopLuaraH
opTa byniHyiH 6akbinangbl.

OH backapy anemeHTiHAe Tangay 6apbicbiHAa aHblkTanfaH ar3aHblH, MakcaTTbl [JHK-HbIH kaxeTTi ynrici 6onbin TabbinManTbiH
Hemece BD ProbeTec ET System (kyiecimeH) nanganaHy yLliH KepceTifnreH cblHama MaTpuuanapsl (Kili 4apeT Hemece
anuTenuanpl xacylua cycneHausanapbl) 6onbin TabbinmanTbiH knoHganFad CT xxeHe GC makcaTTbl aiMakTapblHbIH ekeyi fe

Gap. Byn 6ackapy aneMeHTTepiH iLki canaHbl 6akbiniay yLiH nanganaqbiysl MyMKiH Hemece nanganaHyweinap CLSI C24-A315
cvnaTTaraHaav e3nepiHiH ilwki canaHbl 6akbinay MatepuangapbiH a3ipre anagpl. KocbiMwwa 6ackapy anemMeHTTepIH XKeprinikTi,
MEMMEKETTIK )xaHe/HeMece deepanblk epexenepre Hemece akkpeaTaumsanbl yibiMaapFa cav ceiHayFa 6onaabl. TuicTi ki
canaHbl bakpblnay CbiHafbIHbIH TaXipubenepi Typanbl KocbiMLua HyckaynbikTbl CLSI C24-A3 GenimiHe xyriHiHi3. Ok 6ackapy
anemMeHTTepiHae pCT16 TisbekTenreH nnasmMmnAaTiH ap peakumscbiHa 750 kewwipme xoHe pGC10 TisbekTenreH nnasmuaTiy

ap peakumsicbiHa 250 kewipme Gap. Eki aF3aHblH 4@ MakcaTTblk kenTereH kewipmenepi 6ap. BD ProbeTec ET kywenTinreH
peakuusicbiHbIH kenemi — 100 Mkn kaTa rugpatTanfaH 6ackapy anemeHTi.

[on HaTwxe any YLWiH WwafblH TYTIKTEpAi AypbIC OpHaTy MaHbI3abl. LafbiH TyTikTepai AypbIiC opHaTy Typanbl ManimeTTi “CbiHay
npoueaypachl” TakbipblObiHbIH E 6enimiHeH kapaHpbI3. Ynri HaTuxkenepiH aypbic 6epy yuwiH, CT/GC oH xaHe CT/GC Tepic 6ackapy
3MNeMeHTi TUICIHLLE OH 8aHe Tepic peTiHae cbiHanybl kepek. Erep 6ackapy anemeHTTepi oiaarsigan opsiHAanvaca, Tangay
»apamcbI3 6orbIn ecenTenin, NauneHT HaTWXenepiH kypan manimaemenai. QC onpaarblgan HaTwxenep 6epmece, 6ackapy
3AMNEMEHTTEPIHIH XaHa XWHaFbIH, XXaHa LafbliH TYTIKTEP MEH eHAENreH CbiHamanapAbl nanganaHbin NPoUecTi TONbIFbIMEH
KavTanaHbl3. KaitananraH QC Tekcepyi KyTkeH HaTuxenepai bepmece, TexXHUKanbIk KbiI3MeT kepceTy opTanblfbiHa xabapnaHp!3.
(“HaTwxenepai Tangay” 6enimiH kapaHpl3.)

Backapy anemeHTTepiH favibiHAay Hyckaynapbl Typansl maniMeTTi “CbiHay npoueaypach!” TakblpblObiHbIH F 6GenimiHeH

KapaHbl3. backapy anemeHTTepiH AarbiHaaraH coH, “CbhiHak npoueaypackl” TapayblHbIH “G” 6eniMmiHae cunaTtTtanfaHgan

CblHayAbl XXanfFacTbIpbIHbI3.

Benek Kywenty Tekcepyi (AC) KigipTy CblHaFbIHbIH KOCbIMLIAChI 6onbin Tabbinagbl xaHe on CT/AC peareHT xuHarbl 6eniMiHae Kon
xetimai. CT/AC peareHT xuHarbl NanaanaHbinfaH xafaanaa, ap nauneHT yirici xxeHe 6ackapy anemeHTi yLwiH kywenTy AC Kocbinybl
kepek: KywenTy 6ackapy aneMeHTIHiH WaFbiH TYTiKTepiHge MaTpuua ynriciHae kywwewnTineTiH pGC10 TisbekTenreH nnasmuaiHiy ap
peakuusicbl ywiH = 1000 kewipme bap. KywenTyre apHanfaH 6ackapy anemeHTi kypambiHaa CT OHK aHbiKTanybIHbIH angbiH anaTbiH
KYLWEeNTy MHrmbutopnapbl 6onybl MyMKiH yrrinepgi aHbikTayra apHanfaH. (‘HaTwkenepgi Tangay” 6eniMiH kapaHbi3.)

Backapy anemeHTi HaTUXenepiH TyciHAipy:

AC-ci3 6akblnay HaTUXenepiHiH Tanaaybi:

CT MOTA caHarbl HaTtuxe
CT/GC oH 6ackapy anemeHTi MOTA =2 000 Kabbingayra 6onagbl
CT/GC Tepic 6ackapy anemeHTi MOTA < 2 000 Kabbingayra 6onaapl

AC anemeHTi 6ap 6ackapy anemMeHTi HaTVKenepiH TyCiHAiIpy:

CT MOTA caHarbl AC MOTA caHafbI* HoaTtunxe
CT/GC oH 6ackapy anemMeHTi MOTA =2 000 MOTA = 1 000 Kabbingayra 6onagbl
CT/GC Tepic 6backapy anemeHTi MOTA < 2 000 MOTA =1 000 Kabbingayra 6onagpl

* AC cartcis 6onca, (MOTA < 1000), 6ackapy anemeHTi Ae caTci3 6onaabl.

CbIHAMA ©HOEY BACKAPY SNEMEHTTEPI:

CblHama eHAey b6ackapy aneMeHTTepiH TUICTi akkpeauTaums yibimaapbiHa cav cbiHayFa 6onaabl. OH 6ackapy anemeHTi Gykin
Tangay xymneciH Tekcepyi kepek. Ocbl Makcar YLiH, 6enrini oH cbiHamanapb! 6enricia cbiHaMmarnapra Cokec eHaeny aHe CbiHany
apkbinbl 6ackapy anemMeHTTepi peTiHae KbI3MET eTe anaabl. OHaey 6ackapy anemMeHTTepi peTiHAe naaanaHbinFaH cbiHamanap
KyaT ByMacblHbIH KocbiMLLA GETIHE Calikec cakTanybl, eHAenyi xxaHe Tekcepinyi kaxeT. OH cbiHaManapabl nanaanaHyablH,
6anamachbl peTiHae, Killi 4opeT enaey yirici peTiHaeri cbiHama eHaey 6ackapy aneMeHTTepiH TeMeHaeriaen AanbiHgayFa 6onaapi.
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Chlamydia trachomatis:
Benrini oH ynri ok 6onca, TemeHae cunatTanfaH ajic 6onbiHWa AanbiHaanfaH C. trachomatis LGV2 (ATCC# VR-902B) 6acrtankbl
KynbTypacblH Tangayra 6onaabi:
1. ATCC oprtanbifbliHaH anbiHFaH C. trachomatis LGV2 xacylwanap wenmMeriH My3faH epiTiHj3.
2. ®ocgatTbl Bydepni Ty3 epiTiHaiciHiH (PBTE) iwiHgeri 10° epiTiHaici yiwiH (COHbIHAA Kenemi keMiHae 5 mn 6onybl kepek) OH
ecenik XXyneni CynbINTyblH AalblHOAHbI3.
3. 105 epiTiHaiciHiH 4 mn menwepiH BD ProbeTec ET sample tube (ynri TyTiriHe) KyiibiHbI3.
4. “CblHak npoueaypach!” TapayblHbiH ‘I 6enimi, 5-kagamaHbliHaH GacTan kepceTinreHaew, yNriHi Hecen ynrici CUSIKTbI OHAEHI3.
5. ©Hgen bonFaH coH, “CbliHak npoueaypackl” TapaybiHbiH “G” 6eniMiHae KkepceTinreHgewn, ynrire nuamcrey
npoLeaypachiH acaHbl3.
6. “CblHak npoueaypachl” TapaybiHblH “H” 6enimiHae kepceTinreHaen CbiHaK >Kacaybl XXanfacTblpblHbI3.

OHK KbIWKbINbIMEH NacTaHyAbl 6aKbinay

KeMmiHge avibiHa Gip peT )KyMbIC aiMaFblHbIH XaHe XababIKTbIH CblpTKbl 6eTTepiHiH JHK KbILLKbINbIMEH nacTaHybliH TEKCEPY YLUIH,
TeMeH[e KepCETINreH CbiHaK NPoLEeaAypackIH )acan Typy kaxeT. JlactaHyabl Macerne TyblHAamaw Typbin aHbIKTay YLUiH KopLuaraH
opTaHbl 6akbinay MaHbI3abl 6onbin Tabbinagbl.

1. TekcepineTiH ap arimak ywiH BD ProbeTec ET Endocervical specimen collection and transport systems (sHaouepBukangpl
yIrinep xxuHafbl MEH TacbiMangay XyMeciHiH) Tasa MakTanbl Taskwanap xvHarbiH xaHe CT/GC epiTiHAICIHIH TYTiriH
nanganaHbiHbi3. [Hemece 2 mn epitingici 6ap (CT/GC) ynri TyTiriH nanganaHyra 6onagpi.]

TaskwaHbl CT/GC epiTiHaiciHe Manbin, kKeH ayKbiMabl KAMTbIM, ChINbIPY XKacaFaH4an KUMbIIMEH OipiHLLI aiMaKTbl CYPTiHi3*.
TaskwaHbl CT/GC epiTiHAICIHIH, TyTiriHe cbifbin anbiHpI3. TYTIKTIH KaKNaFblH >xaybin, 5 ¢ WankaHbI3.

KaxeTTi op arimak yLiH apeKkeTTi kanTanaHpl3.

Bapnbik afbiHAbINAp XXUHanMbIN, epiTiHAIHIH iLiHEe CbIFbINbLIN XoHe LWankarnbin 6onFaHHaH KewiH, TyTiktepae “CblHak
npoueaypackl” TapaybliHAa kepceTinreraen nuamncteyre (“G” 6enimi) xaHe Tangayra (“H” 6enimi) 6onagb!.

*Tekcepy KaXeT aiMakTapfra TeMeHZerinep xaragbl: MM3NC Kbl3AbIPFbILLbIHBIH, JIM3UC COPECIHIH, NPUMAEY KaHe XbINbITY
Kbl3AbIpFbILUTaPbIHBIH GETI, Kapa TYCTi WaFblH TYTiK Hayanapbl, TamLUybIp KyparnblHbIH TyTKachkl, KypanablH 6acbinatbiH TyAmenepi,
KypanablH nepHeTakTachl, KypanablH eciriH awly (kacbkin-keringip TycTi nepHe) ueHTpudyra 6apabaHbl xxaHe xymbic ycTen(aep)i
(CoHbIH iWiHAEe eHaey aiMakTapsbl).

Erep alimak 6oiiblHLLIa OH HaTUXe anbliHca, con amMakTel ELIMINase, DNA AWAY epiTiHainepimeH Hemece Alconox epiTiHaici
6ap 1% (kenem/kenem) HaTpPWIA TMNOXNOPUTIMEH Ta3anaHpl3. JlactaHFaH aMakTbl Tyrenaew epitinaiMeH binFangaHabIpbin
CypTin, 2 MUHYTKA HEMECE KerMKeHLLEe kanablpbiHbi3. KaxeT 6orca, apTblk Tasanay epiTiHAiciH Ta3a cynriMeH cypTiHi3. AiMakTa
CyFa ManblHfaH Ta3a CynriMeH CypTin LWbIFbIHbI3 Aa, KeMKEeHIH KYTiHi3. AMMaK YLUiH CbIHaKTbl KalTa xacaHbl3. Tepic HaTke
anblHFaHLWa Kavitanav 6epini3. Erep nactaHyabl keTipy MymkiH 6onmaca, KocbIMLL@ aknapar any YLUiH TEXHUKanbIK KbI3MET KepceTy
opTanbifbiIMeH XxabapnacbiHpl3.

CbIHAK HOTWXXENEPOI TANOAY

BD ProbeTec ET Chlamydia trachomatis Amplified DNA Assay (kywenTinren HK Tangaynapbinaa) emxaHansik ynrinepae

C. trachomatis JHK-napbIH aHbiKTay aici peTiHae dntoopecueHTTi aHeprusaHbl Taceimangay (ET) navpananbinagel. bapnbik
ecenTteynepai kypanabiH 6argapnamansik Kypanbl aBTOMaTTbl TYpAe Xacanabl.

C. trachomatis 6akTepusinapbliHblH 6ap-xofbl BD ProbeTec ET MOTA caHafbl MeH angpblH ana aHblKTasnfFaH WekTec MoHAepPiHiH
ynriciH 6annaHbICTbIpy apkbinbl aHbikTanagel. MOTA caHarbl peakuusi HOTWKeC peTiHAe acanfaH curHangplH KywiH 6aranay
YLWiH nanganaHbinatbiH enwem 6onbin Tabbinagbl. MOTA caHafbIHbIH KYLTINIr yarigeri opraHnam geHreniHib kepceTkilli 6onbin
TabbinMangbl. Tangay HaTwxenepi KyTinreHHeH H6ackalua 6onca, emaenyLi HaTwKenepiH xabapnayra 6onMaabl. AnblHy Kepek
Bakpinay MaHaepiH “CanaHbl 6akpinay” 6enimiHeH kepiHi3. Ecen 6epineTiH HaTUxenep TeMeHaeriaen aHbikTanagbl.

CT peareHT XuHafbl YLUiH:

ok wbd

AC-ci3 C. trachomatis HaTuxXenepiHiH Tangaybl

CT MOTA canarbl Ecen Tanpay HaTtumxe
210 000 SDA sgicimeH C. trachomatis C. trachomatis ywiH oH manai.[JJHK emipre kabineTTi opraHuamaepcis ae OH!
nnasmug OHK-cbl aHbikTangpl 6ap 6onybl MymkiH 6onFaHabikTaH, C. trachomatis opraHu3MiHiH emMipre
KabineTTiniri >xeHe/HeMece >XYKTbIPy MYMKIHAIMH aHbIKTay MyMKiH eMec.
2 000-9 999 SDA agicimeH C. trachomatis C. trachomatis 6ap cusikTbl. C. trachomatis opraHmaMmaepiHiH 6ap ekeHiH OH, (ancis)’.23
nna3mua AHK-cbl aHblkTanabl KOCbIMLUA CbIHaK Xacarn Tekcepyre 6onaabl.2
<2000 SDA agicimeH C. trachomatis C. trachomatis opraHMamaepi yLWiH Tepic aen wamanaHgbl. HaTuxeHiH Tepic Tepic

nnasmua JHK-cbl aHbikTanmaael  6onybl C. trachomatis MHPEKUMSICBIHBIH XYKTbIPbITYbIHbIH anabiH anvanbl,
cebebi HaTwKenep YNriHiH AypbIC XUHanyblHa, UHIMBUTOPNaPAbIH XKOK
6onybiHa xaHe aHblkTanatbiH JHK-HbIH XeTKinikTi 6onybiHa Tayenai.

1 CDC HyckaynapblHa caiikec, “kayin-katep (akTopbiHbIH ManiMeTi Hemece 3epTTeynepaiH e3i ToeMeH AeHreiaeri PPV maHiH (Mbicanbl, < 90%) 6epy apkbinbl
Tapany AeHreii TeMeH ekeHiH kepceTce, C. frachomatis Hemece N. gonorrhoeae 6akbinay ChiHafbl OH HOTUXe KepceTkeH agamaap YLiH aaeTTeri KocbiMLa
CblHaK xacay MYMKIHAIrH kapacTblpFaHbl xeH". KonaaHbinFaH cbiHak aaiciHe Tayencia (Mbicansl, NAAT, DFA, EIA, HyKNeuH KblLWKbINbIHbIH CbiHafbI), “Gapnbik
OH HaTWXKENep NHMEKLUMsAHBIH Gorkanasl Aaneni peTiHae kapacTbipbinybl kepek”.1®6 OH cbiHak HOTWXKECH arnbiHFaHHaH KewiH, KOCbIMLIA CbiHaK Jkacay XoHe
empaenyLwiHi 6akpinay GoiibiHWa Tonblk ManimeTTepai CDC HyckaynapblHaH anbiHbi3.

2 EmxaHarblK 3epTTeynepae 6akbinaHraH yiri Typnepi 6oibiHwa CT MOTA MaHAepiHiH TapaTbifybl Typarnbl KOCbIMLIA aknapaTTbl TOMEHAEr Y3iHAiAeH KaHe
“AKyMbic cunatTamanapb!” TapaybiHAaarbl 2-CypeTTeH kapaHbl3.

3 MOTA caHafblHbIH, KYLUTIfiri yArigeri opraHnam aeHreviHii kepceTkili 6obin Tabbinvanbl.
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CT/AC peareHT X1HaFfbl YLUiH:

AC kemerimeH C. trachomatis HoTUXXenepiHiH TangaHybl

CT MOTA AC MOTA
caHarbl caHarbl Ecen Tanpay HaTtuxe

>10 000 Kes kenren  SDA apicimeH C. trachomatis C. trachomatis ywwin oH MaHzi. [IHK emipre ka6ineti OH!
nnasmug [AHK-cbl aHbiKTanabl opraHuamaepcis e 6ap 6onybl MymkiH BonFaHabIKTaH,
C. trachomatis opraHuamaepiHiH emipre kabineTTiniri )xoHe/Hemece
XYKTbIPY MYMKIHAIMH aHblKTay MYMKIH emec.

2000-9 999 Keskenren SDA agiciveH C. trachomatis C. trachomatis 6ap cUSKTbI. OH (ancis)!2:3
nnasmua AHK-Cbl aHbIKTanabl C. trachomatis opraHnamaepiHiH 6ap ekeHiH KocbIMLLa CbiHaK
xacan Tekcepyre 6onaabl.2

<2000 > 1000 SDA apiciveH C. trachomatis C. trachomatis oprannamzaepi yLLUiH Tepic Aen LwamanaHzsl. Tepic
nnasmua [AHK-cbl aHbiKTanMaabl HatikeHin Tepic 6onybl C. trachomatis MHAEKUMACHIHBIK
KYKTbIPbINYbIHbIH anabiH anManabl, cebebi HaTvkenep ynriHiK
OYPbIC XUHanyblHa, UHIMBUTOPNapAbIH KoK 6onybIHa XaHe
aHblkTanatbiH [AHK-HbIH xeTkinikTi 6onybiHa Toyenai.

<2000 <1000 KywienTyni peTreyre Toiibim Kanta-kainTa TeilibiM canbliHFaH ynri. bap 6onfaH xarganaa AHbIKTanmangpl
canbiHabl. Kaiita cbiHanpis 4 SDA agicimeH C. trachomatis aHbikTanmaiigbl. CbiHay yLiH 6acka
YIriHi XiOepiHi3.

1 CDC HyckaynapbiHa caiikec, “kayin-katep (akTopbiHbIH ManiMeTi HeMece 3epTTeynepaiH e3i TeMeH AeHreiaeri PPV mMaHiH (Mbicansl, < 90%) 6epy apkbinbl
Tapany aeHrevii TeMeH ekeHiH kepcetce, C. trachomatis Hemece N. gonorrhoeae 6akbinay CbhiHaFbl OH HOTWKE KOpCeTKeH agaMaap YLiH aaeTTeri KocbimMia
CblHaK Xacay MYMKIHZIrH kapacTbipraHbl xeH”. KonaaHbinFaH cbiHak aaiciHe Tayencia (Mbicanbl, NAAT, DFA, EIA, HyKNenH KbILUKbINbIHbIK CbiHaFfbl), “Gapnblk
OH HaTWKenep MHheKUUAHbIH Gorkanabl Asneni peTiHae kapacTbipbinybl kepek”.16 OH CbiHaK HOTUXEeCH anblHFaHHaH KeMiH, KOCbIMLIA CbIHaK JKacay XeHe
empenyLwiHi 6akeinay GoiibiHwa Tonblk ManiMeTTepai CDC HyckaynapbiHaH anbiHbI3.

2 EmxaHarnblk 3epTTeynepae 6akbinanrad ynri Typnepi 6ovibiHwa CT MOTA MaHAepiHiH TapaTbinybl Typanbl KOCbIMLUIA aknapaTTbl TOMEHAET Y3iHAIAEH XaHe
“YKymblc cunatTamanapbl” TapayblHAafbl 2-CypeTTeH KapaHbl3.

3 MOTA caHafblHbIH KYLUTIRir yNrineri opraHnam AeHreliiHiH kepceTkili 6onbin TabbinMaiiab!.

4 BD ProbeTec ET test (cblHarblH) kaiiTanaHel3. Hecen ywwin 6acTanksl ynrigeH 6actan kaTanaHels. Erep 6actanksl ynri xok 6orca, eHaenreH ynri TyTirimeH
KanTanaHbl3. XKarbiHObINap YLWiH eHaenreH yiri TyTiriMeH kanTanaHbl3. Erep kavitanay HaTuxXeci oH Hemece Tepic 6orca, xofapblaa cunatranfaHaan TanaaHbla.
Erep HoTuxenep aHbiKTanManabl Aen kantanaHca, xaHa ynri cypanysbl Tuic.

CT/AC y3iHaiciH aHbIKTay:

CT ynrinepiHiH HoTVXXenepiHe apHanFaH Tangay XeHe KyLueuTy petteynepiHin y3iHainepi BD ProbeTec ET CT assay (tTangaysl)
MEH KNMHWKapaH BypbiHFbl 3epTTeynep kesiHae KylwenTtinreH 6acka aficTi naviganaHbin ChiHanfFaH emaenyLui ynrinepimeH (epnepaid
ypeTpangbl XafblHAbIChI, SenAepain SHAoLepBMKanabl XafblHABICHI, eprep xaHe anengep Hecebi) anbiHFaH MOTA MaHAEPIHIK
KabbingarbiLw XyMbICbIHbIH cunatTamachkl (ROC) KucbIK ChI3blFbIH Tangayfa Herisgenin aHbiktanfaH. YsiHginep BD ProbeTec

ET CT assay (tangaybl) xaHe agici, Tikenen drroopecueHumsa aHtuaeHeci (Direct Fluorescence Antibody - DFA) xxeHe 6acka
KYLLENTINreH aAic kKemeriMeH KnuMHuKanblk 3epTTeynepae pactanfaH. byn septreynep kebiHe 2 000-HaH yrnikeH CT MOTA

maHaepi C. frachomatis aF3acblHbIH 6ap ekerAiriH kepceTeTiHiH 6ingipeai. 2 000-HaH a3 CT MOTA maHaepi C. frachomatis
KynbTypacblHbIH Tepic HaTuxenepiMeH kebiHe cavikec kenegi. CT MOTA maHaepi 2000 xaHe 4 000 apanbifbiHAaFbl €pnepain,
ypeTpanabl XafblHAbICHI, SenAepain SHAoLEepBMKanabl XafFblHAbIChI XaHe epriep HecebiHin ynrinepiHae 4 000-HaH xofFapbl
MOTA maHAepiMeH canbiCTbipFaHaa, HaKTbl OH MOHAI 6OMnybIHbIH TOMEH bIKTUManabifbl 6avikanabl. Onenaepain Hecen ynrinepi
ywiH MOTA maHgepi 2 000 xaHe 10 000 apacbiHga 6onatbiH CT oH HaTwxenepinae Ae 10 000-HaH xxorapbl MOTA maHaepimeH
canbICTbIpFaHda Aa, HakTbl OH MaHAi 6OMybIHbIH TOMEH bIKTUManabiFbl 6ankangbl. KnuHukanblk 3epTTeyae capanTtanfaH yori
TypiHe CT MOTA maHAepiHIH KonaaHbinyblH 2-cypeTTe kapaHbl3. Ocbkl cypeTTepaeri AepekTepre apHanfaH 6omkanabl OH MaH
(PPV) mblHa dopmynameH ecentengi: HakTbl oH MaH/HakTbl OH MaH + XKanfaH oH MaH. [lepekTep Tapany yLiH peTTenmensi.

2 000-10 000 MOTA apanblifbiHaarel CT HaTwkenepi 10 000-HaH xxofapbl MOTA maHaepi ywin 82—100% PPV aykbimbimeH
canbicTbipraHaa, 56—-83% aykbiMbiHAarsl PPV maHiHe ne 6ongel. 2 000—-10 000 MOTA apanbifbingarsl GC HaTwxenepi 10 000-HaH
»orapbl MOTA maHzaepi ywiH 90—-100% PPV aykbiMbiMeH canbicTbipFaHaa, 44—75% aykpiMbliHaarbl PPV mMaHiHe ne 6ongpl.
CoblHanfaH ynrinepAid TypnepiHe 6anaHbICTbl, yNri peTiHAe anbiHFaH nonynaumsanap MeH 3eptxaHa Taxipubenepi, MOTA maHaepi
2 000—10 000 apanbifbliHAaFbl yArinep yLWiH KOCbIMLUIA CbIHAKTbIH Nangackl TMoi MyMkiH. OH 6akbinay CblHaFblHaH KEeRiHri KocbiMLUa
CbIHaK XoHe emaenyLiHi peTTey 6ovbiHWwa manimeTTepai CDC HyckaynapblHaH KapaHbI3.

NMPOUEAOYPAHbIH LUEKTEYINEPI

1. Byn apic aHAouepBuUkanabl TaMNOHAAPMeH, epKeKTePAiH ypeTpaniblk TaMNoHAapbIMEH XaHe epKEKTEPAiH XaHe anenaepain
Hecen ynrinepiMeH faHa coliHangbl. backa ynri TypnepiHgeri eHimainik 6aranaHbagpl.

2. ChblHaKTbl OHTaNnbl OpbIHAAY TUICTI yNrinepai xuHay xeHe eHaeyai kaxet etedi. Ocbl KipicTipMmeHiH, “TIriHi )XuHay xaHe
TacelmManaay” 6enimaepiH kapaHpl3.

3. OHpouepsuKangpl YAriHiH TUICTINIMH Tek ynrinepaeri anutenanpl xacylianapabl MUKPOCKONTbIK KOPHEKIney apKbiibl
Oaranayra 6onagpl.

4. BD ProbeTec ET Chlamydia trachomatis Amplified DNA Assay (kywenTinren HK Tangaybl) kemerimeH Hecen ynrinepiH
XKMHay XaHe CblHay Hecen XOmblHbIH, MHEKLMSACBIHbIH AMarHo3biH Genriney yLUiH )aTblp MOMbIHLWbIFbIH 6aKbinayabl xxaHe
3HAoLEepBUKanAbl CblHaMa TECTTi aybICTbIpyFa apHanvaraH. LiepBuuunT, ypeTput, Hecen XomblHbIH, MHEKLMANapbl )XaHe XbIHbIC
MYLLECIHIH nHpekumanapel backa cebentepaeH naiga 6onybl MyMKiH Hemece Bip yakbiTTaFbl MH(EKLMANap OpblH anybl MYMKIH.
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5. Epkek xaHe arien HecebiH cbiHay ywiH BD ProbeTec ET Chlamydia trachomatis Amplified DNA Assay (kywenTinren JHK
TangayblH) GipiHLLI anblHFaH Ke3dencok Hecen ynrinepiHae opbiHAay Kepek (Hecen afFbiHbIHbIH, OipiHwWwi 15-20 mn gen
aHbiKTanagel). Emxanansik 6aranay kesiHge 60 Mn feniH Hecen KeneMiH CbiHay eHIMAINIKTI 6aranayra KocbinFaH. Kebipek
Hecen keneMiHiH epy acepnepi Tangay CesriluTiriH a3anTybl MyMKiH. AFbIHHBIH OpPTaHFbl 6eniri cusaKTbl 6acka anHbIManbinapabIH
aceprepi aHbIKTanMagbl.

6. KbIHbIC MYLLECIHIH, ipiHi, TaMNoHAapAbl Nanganany, 6ypky cusikTel 6acka bIKTMMan anHbIManblnapablH XeHe YIriHi XuHay
alHbIMarnbinapbIHbIH 8cepriepi aHblkTanmMagpl.

7. Tepic cblHaK HOTUXECT MHAEKUMA MYMKIHAIMNH Kocnanabl, OUTKEHi CblHaK HOTUXeNepiHe YNriHi AypbIC XX1UHamay, TEXHUKanbIK
KaTe, ynrinepgid apanacybl, arbiIMaarbl aHTUBMOTUK TepanUsiCbl HEMEeCe YNrigeri CblHak cesriluTiriHeH TeMeH 6onybl MyMKiH
opraHu3mMaep caHbl 8cep eTyi MyMKiH.

8. Ken gnarHoctukanblk cbiHakTapaa cekingi, BD ProbeTec ET Chlamydia trachomatis Amplified DNA Assay (kyLuenTinreH
[OHK TangaybiHbIH) HOTWXENEepiH Aapirepre XeTkinikTi 6acka 3epTxaHanblk )XeHe KNUHUKanbIK ManiMeTTepre 6annaHbICTbl
TYCIHAIPY Kepek.

9. BD ProbeTec ET Chlamydia trachomatis Amplified DNA Assay (kywenTinren OHK tangaybl) C. trachomatis nna3amug ok
TYPNEpiH aHblKTamanapl.

10. BD ProbeTec ET Chlamydia trachomatis Amplified DNA Assay (kywewnTinreH OHK TangayblH) KYAIKTi XbIHbICTbIK KaTblHAcka
MaxOyprieyni Hemece backa MeauUMHanbIK-3aHabIK KepceTkilTepai 6aranay yLwiH nanganaHbay kepek. Kate no3uTtme Hemece
KaTe HeraTuB HaTMXenep KaTe MeauumHarnbIk, 9neyMeTTiKk Hemece h13nonorusanblk canaapnapra akenyi MyMKiH ke3 KenreH
XarAanaa KocbiMLa CblHay YCbIHbINAAb.

11. BD ProbeTec ET system (xyieciH) TepanvsiHbIH COTTINirH HemMece CaTCi3AiriH baranay yLiH nanganaHyra 6onmanapsl, eNTKeHi
Chlamydia trachomatis HyKNeuH KblLKbINAapbl aHTUMUKPOOTLIK TepanusifiaH KewiH kanaapl.

12. BD ProbeTec ET Chlamydia trachomatis Amplified DNA Assay (kywenTinred OHK Tangayel) canansl HaTuxenepai 6epegi.
MOTA caHafbIHbIH KYLUTInNiri MeH MHAPEKLMS XKyKKaH YIriHiH )XacynapblHbIH apacbiHaa e3apa bainaHbiC opHaTy MyMKiH emMec.

13. TangayabliH 6omkamablk MaHi Ke3 KenreH HakTbl nonynsuusiaarbl aypyablH TapanybliHa 6annanbicTbl. ©p Typni nonynsuvsnapabl
cblHaFaHaa, 6ormkanapel 6omkamablk MeHAepai 1-kecTeaeH KapaHbI3.

14. [an HeTWxXe any YLUiH WafblH TYTIKTepAi AypbIC OpHaTYy MaHpI3abl. LLafFbiH TyTikTepai AypbiC opHaTy Typanbl ManimeTTi “CbiHay
npoueaypach!” TakblpblObIHbIH E 6GeniMiHeH kapaHbI3.

15. BD ProbeTec ET Chlamydia trachomatis kywentinren JHK Tangaybl Tangay npouegypachbiH xaHe BD ProbeTec ET system
(KyreciH) nanganaHyabl YpeHreH Kbl3MeTKeprnepMeH LuekTenes;.

16. 3epTxaHanblk 3epTTeynepae, > 5% (kenem/kenem) kaH Hecen xaHe TaMMoH YArinepiHiH (alHbIMarnbl TOKNEH) ekeyiHae
e opTalla (MHIMBUTOPIbIK) HETWXENepai TyAblpFaHbl )XaHe Hecen ynrinepiHae (aHbIMarbl TOKMEH XaHe alHbIMarbl
TOKCbI3) Tepic HeratuB HaTuKenepdi TyablpraHbl kepceTingi. > 5% (kenem/kenem) kaH TamnoH ynrinepiHae Tepic HeraTue
HaTWxXenepai Tyablpybl MYMKIH (alHbIMarbl TOKMNEH aHe alHbIMarbl TOKCbI3). OpTalla xaHe Kkenke AeliHri kaH 6ap ynrinep
BD ProbeTec ET CT Assay (Tangay) HaTuxenepiHe kegepri KenTipyi MyMKiH. ©ienaepain TaMrnoH ynrinepiHiy 6akpinaHaTtbiH
KaHMeH HakTbl eHiMAainiriH “OHiMainik cunatramanapbl” 6enimMiHae kapaHbI3.

17. Hecente 6unupy6uH (10 mr/mn) xxeHe deHazonmpuaunH (10 Mr/Mi) CUSIKTbI MATMEHTI eTe Ken 3aTTapablH 60nybl aHbIKTanManTbIH
Hemece Tepic HeraTuB HaTWXenepai TyAblpybl MYMKIH.

18. 250 000 xacyLa/mn MaHiHEH acaTblH NENKOLMTTEpP (TaMMOH yIrinepi) aHblKTanManTblH HEMece Tepic HeraTuB HaTuKenepai
TYAbIPYbl MYMKIH.

19. CapbicyablH, arenaepdid Ae3ogopaHT cnpeinepiHii HemMece Tarbk YHTaFbiHbIH 60nybl TEPIC HeraTuB HaTWKenepai Tyablpybl
MYMKiH (Hecen ynrinepi).

20. BD ProbeTec ET CT Assay (TangayblHbiH) epby kabineTi Hecen ynrinepiH cuMynauusinay YLUiH KaXXeTTi ynrinepai xeHe erinrex
Oydepai nangananbin aHbikTangsl. byn ynrinepre C. trachomatis xaHe N. gonorrhoeae ekeyi e eringi. Hecen ynrinepiH >xxaHe
Tek C. trachomatis 6ap ynrinepai ceiHay kesiHaeri epOy kabineTi aHbIKTanvaabl.

21. Xnamuaus nHdekumnsanapbiH aHblkTayablH Xarnfbl3 CblHafbl peTiHAe avenaepaid Hecen ynrinepiH cbiHaraHaa,
BD ProbeTec ET CT Assay (TangayblHaa) MHdeKUmMs xxykkaH agamaap (CT-oH KynbTypanapbl 6ap avienaepgid 17/100 Hemece
17% xaHe Hecebi cbiHanFaHaa, Tepic HaTuxenep 6epreH) eTKi3in anbiHybl MyMKIH.

22. TonTblpy TepeseciHaeri kapa cbi3blkTapablH apacbkiHa (LwamameH 2,5-3,45 mn) 6acka kenemaepaeH 6acka UPT TonTbipy
Kenemgepi yLWiH eHiMAinik aHblkTanmagbl.
23. KipicTipinren oky kypangapsbl xok BD Viper kypangapbiHaa (Ne 440740 canat) UPT eHimginiri aHbikTanMagabl.

BOIMKAMAIbI HOTUXENEP
A. Tapany

MaumneHT nonynauusnapbiHaarbl oH C. trachomatis ynrinepiHiy Tapanybl MblHanapra 6annaHbICTbI: KIMHKUKA TYpI, Kachbl, kayin
dakTopnapbl, XblHbICbI )X8HE CblHaK dici. Ken opTanblKTbl kKnuHMKanblk cbiHay kesiHae BD ProbeTec ET Amplified DNA Assay
(kywewTinren AHK Tanaayna) 6akeinadrad TapanyapiH aykbiMbl CT yLwiH 4,5-28,6% apaceiHaa 6onabl.

B. OH xoHe Tepic 6omkamapblk MaHaep

BD ProbeTec ET CT Amplified DNA Assay (kywwewTinreH HK Tangayga) ywiH 6omkanabl oH xaHe Tepic 6omkamapik MaHaep (PPV
& NPV) ceaitkeciHwe 1-kecTene kepceTinreH. byn ecenteynep caiikeciHwe 90,7 xaHe 96,6% avipbikwanbikka (emaenyLui nHekums
XKYKTbIpFaH KynimeH canbicTbipraHaa) xaHe xannbl CT cesiMTangblfbl MeH 6omkamabl TapaTblnyblHa Herisgeneai. byraH Koca,
HaKTbl Tapanyfa, CesrilTikKe oHe epekwenikke HerisgenreH PPV xaHe NPV 4-kecTene kepceTinreH.
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C. MOTA caHafbIHbIH XMiniKTi ynecTipinyi

KeTi Typni reorpacumsnblk opblHAapAarsl eMxaHanapaa xuHanfsaH xxannel 4 131 ynrine BD ProbeTec ET system (kyneciHin)
KeMeriMeH XeTi eMxaHanblk 3epTxaHanapaa C. trachomatis 6aktepusicbiHblH 6ap-xofbl TangaHabl. AC ywid 6actanksl MOTA
CaHakTapblIHbIH Tapany >winiri 1-cypetTe ynri Typi 60MbIHLLIA KepceTinreH.

XKeTi knuHukana xxannsl 4 108 BD ProbeTec ET C. trachomatis HaTwxenepi 6aranaHapl. CT ywiH 6actanksl MOTA caHakTapbiHbIH
Tapany xwiniri 2-cypetTe kepcertinreH. biperen BD ProbeTec ET false positive (kate Typae no3utus) (cbiHak BD ProbeTec ET
XymeciHae oH 6onabl, 6ipak, ap ynri TypiHae DFA Hemece AMP1 xacyLia KynbTypachl GolblHLLA OH 6onmazbl) )XaHe KaTe HeraTvs
HOTWXENepAiH Tapanybl 2-CypeTTe, KOpCceTifreH.

D. bakpinay

EmxaHanblk 6aranay kesiHae 386 CT tangaynapbiHbiH 16-0e CT/GC oH bakbinay caTtcisgiktepi 6akeinanabl. Tepic CT/GC
6akpinaybl ywiH 386 CT TangaynapbiHblH 19-aa ceTcisaiktep 6akpinaHgbl. Ocbl 6akpinaHFaH CT xeHe GC 6akblnay coTci3aikTepiHiH
XKeTici onepaTopAblH OH XaHe Tepic 6ackapy aMeMeHTiH aybICTbIPYbIHbIH HOTUMXKECIHAE OPbIH arnfaH.

KnuHukanblk cbiHakTapaa 6akbinanraH CT/GC oH xaHe Tepic 6akbinaybliHbiH MOTA caHakTapbl Keneci kecteqe KepceTinreH.

MOTA caHarbl
Bakbinay AyKbIMbI 5 nanbI3abIK Oprawa OpTalwa MaH 95 nanbI3abIkK
CT Tepic 0-499 0 113 109,5 262
CT oH 2 055-67 281 8222 26 816 24 681 52725

OHIMAIK CUNATTAMANAPbDI:

BD ProbeTec ET C. trachomatis (CT) Amplified DNA Assay (kywentinreH HK TangaynapbiHbiH) eHIMAiNiK cunattamanapbl XeTi
reorpacdussbIk OpblHAaFbl KNMUHUKanNapaa ken opTarnblkTa 3epTTereHie aHblkTanfaH. Op KNvHWKadaH nauneHTTepai 3epTreyre
TipKey angplHAa XapamabinblKTbl aHbIKTay KOMUCCUSICbIHAH Ty Tanan eTingi. 3epTreyae XblHbICTbIK XOnMeH 6epineTiH aypynap
(STD) knuHukanapbiHa, OB/GYN knuHukanapblHa, aHysHbl Xocnapray KMHuKanapbiHa, Xacecnipimgep KnnHukanapbiHa

XoHe xegen xupyprus 6enimgepiHe 6apatbiH 2 109 nauneHTTeH xuHanfad 4 131 ynri kamTeingpl. XKacylia KynstypachiHbliH,
iHgeTTenyiHe 6annaHbICTbl AepekTepai Tangayra xannbel 22 CT HaTwkenepi kocbinmaabl. DFA HaTuxeci ok 6onFaHabIKTaH,

Tarbl 6ip ynri kocbinMagbl. CoHAbIKTaH, COHFbl Aepek TangaybiHaa 2 109 emgenywigeH anbiHFaH xannsl 4 108 CT HaTuxeci
naviganaxbingel. XKyntackaH ynrinep (tamnoH xoHe Hecen) 2 109 naumeHTTiH 2 020-HaH xuHanabl. bynapabiH, kenwiniri STD

KOHE XaHysHbI XXocnapnay KnumHukanapbiHbiH, nauneHTTepi bonatbiH. ©en nauneHTTepaeH TepT TaMMoH xaHe Bip Hecen yrici
xuHangel. TamnoHgapaa CT xacywa kynstypackl, BD ProbeTec ET assay (TangaybiMeH) XoHe caTbinaTbiH KO XETIMAI KyLUenTy
apicimeH (AMP1) ceiHangbl. >KuHay peTiHiH, acepnepiH 6apbiHLLa a3anTy yLiH 6ykin 3epTTey bapbicbiHAa 3HAOLEPBUKaNabl TaMMnoH
XuHay peTi anHanabIpbInbin OTbipAbl. EpKeKTep yLWiH eki ypeTpanabl TaMroH xaHe 6ip Hecen ynrici X)XuHanabl. BipiHLwwi xafFblHAbI
BD ProbeTec ET tangaysb! ywiH nanganaeingbl. ExiHwi xarbiHabl CT xacylla KynsTypach! YLWiH nanganadsingbl. 3epTxaHara
TacbiMangay angblHaa XxuHay opHbiHAa Hecenke UPP kocbingei.

C. trachomatis aHpouepBuKanabl XaHe aTtanblk ypeTpanibl TaMnoHAapAblH XKacyLiua KynbTypachl apkbinbl aHbikTangbl. OH HaTxe
OipiHLWi Hemece ekiHLWi eTyAe kemiHae Gip kipicTipinyai Kypywbl 6ipnikTi (IFU) aHbIKTayFa HerisgenreH. AHanbik xaHe aTanbiK
HecenTiH BD ProbeTec ET HaTuxenepi colKeciHLe aHAOLEepBUKanabl XaHe atanblk ypeTpanibl TaMroH YArinepiHid Kynstypa
HaTWXenepiMeH canbICTbIpbinAapbl. ByraH Kkoca, 6apnbik aHAOLEpPBMKanabl TaMMOHAAPAA XXeHe Hecen ynrinepiHae caTbinaTbiH KOn
xeTimai kywenty Tangaybsl (AMP1) opeiHaangpl. Erep xacyla Kynstypackl Tepic 6onca, bipak KywenTy TanaaybiHbiH 6ipi oH 6onca,
DFA cbiHafbl xacyLua KynbTypacbiH TacbiManfay KyparnbliHaH opbliHAaNAbl. ATanblk ypeTpanibl TamMroH yhrinepiHae cbiHay XacyLubl
KynbTypacblH KamTbiabl, 6ipak AMP1 agiciH kamTbiMagbl. Erep xacyla kynstypackl Tepic 6onca, bipak BD ProbeTec ET (kafbiHapI
Hemece Hecen) xoaHe/Hemece AMP1 CT Hecen cbiHarbl OH 6orca, DFA cbiHaFbl XacyLua KynbTypacblH TackiMangay KyparnbiHaH
opblHaanabl. OH Hecen AMP1 cbiHarbl 6onFaH XeHe cavikec TamnoHAapaarbl Kynbstypanap Tepic 6onFaH epkek nauneHTTepae ap
TYPri KON XeTimai KywenTy Tangaynapel (AMP2) opbliHAanabl.

CT ywiH eHimainik cunattamanapsl kywwenTyai 6akeinaymen (AC) ae, oHebi3 fa ecentengi. bapnblk AepekTep KywenTyai
Gakpinaycbl3 kepceTinreH. KywenTtyai 6akpinayapl nanganaHyablH HaTWKeciHAer Tangayabl TyCiHAipyAeri aibipMallblnbIKTap ap
KeCTeHiH TemeHri gepektemeciHae 6epinreH. LUbiH CT oH TyTiKTEpiHAE MakcaTTbl AeHreln aaeTTe Yri MaTpuuachbiHbiH UHIMBUTOPIbIK
aceprnepiH xeHe anatbiHgaw xorapbl. TinTi AC Tepic 6onca ga (MOTA < 1 000), kypan anropuTtmi 6yn ynrinepai oH peTiHae
TyciHgipei. Bapnblk 6acTankel aHblKTanMaiTbiH HOTUXENep KanTanaHabl. OHIMAINIK KaTa CbiHayablH HOTUXENepiHiH HerisiHae
ecenTtengi. Ynrinep oH, Tepic HeMece aHblKTanManTbiH peTiHAe XikTenai. KatanaHatbliH MHIMBUTOPbIK YNrinep TyCiHAipinMenTiH
[Oen ecenTenfi xxaHe CesriLUTIKTI )XaHe epeKLenikTi ecenTeynepre kocbinMagbl. Kywentyai 6akbinaycbi3 eHiMAINIKTi ecenTey yLliH
aHbIKTanManTblH HaTWxenep (KywenTyai 6akbinay Tepic HaTuxkenep) CT ywiH Tepic peTiHae TyciHaipingi. MauneHTTiH MHdeKkumsFa
XKYFY KyMi 6oMbiHWa BacTankpl )aHe COHFbl aHbIKTanManTbIH HOTUXENEPAiH CaHbl 2-kecTeae kepceTinreH. Ynri Typi 6oMbiHWa
BacTanKbl XxaHe COHfbl aHbIKTanMamnTbiH HOTVKENepAiH caHbl 3-kecTeae KepceTinreH.

[MpocneKkTMBTI KNMHUKanbIK KeNicim 3epTTeyiHae TepT reorpacdumsnblk OpblHAAFb! KMMHWKaNap KOHCePBaHTbI XXOK Hecen ynrinepiHiy
xoHe UPP gopbacbiHbIH KemeriMeH eHaenreH Hecen ynrinepiMeH canbicteipFanHga CT-fFa apHanFaH UPT XuHafbIHbIH, KeMeriMeH
eHAenreH Hecen ynrinepiHiy eHimainiri 6aranaHgbl. byn Hecen ynrinepi nHdekuus 6enrinepi 6ap xoaHe nHdekuma benrinepi »oxK
epKeKTepAeH xaHe anenaepaeH xvHangbl. XKannel cadbl 1 183 6onatbiH yineceTiH CT Hecen ynrinepi XuHanbin, KOHCEPBaHTbI
xok Hecen, UPT xuHarbl meH UPP gopbackl apackiHaa 6eniHgi, aHblkTanManTbiH TangayFa kocbingsl. Kywentyai 6aksinaycbi3
eHiMainik ywiH xannbl 1 182 TeH CT koHcepBaHTbI x0k/UPP xaHe UPT/UPP xyntackaH ynrinepi kocbingel. 1 171 yinecetiH CT
KoHcepBaHTCbI3/UPP xynTtackaH ynrinep ywid AC-meH 6ipre eHimainik ecentengi. 1 164 yinecetiH CT UPT/UPP xyntackaH ynrinep
ywiH AC-meH Gipre eHimainik ecentengi. KoHcepBaHTbl ok HecenTiH AC-meH Hemece AC-ci3 CT-fa apHanFaH UPP pgopbacbimeH
canbICTblpFaHaarbl yinecimainik Hatwkenepi 13-kectege cunattanfad. UPT xuHasbiHbiH AC-meH Hemece AC-ci3 CT-Fa apHanfaH
UPP popbacbkimeH canbiCTbipFaHaarbl yunecimainik HaTukenepi 14-kectege cunatranfaH.
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C. trachomatis

BD ProbeTec ET C. trachomatis HaTuxenepi KynsTypameH aHe naumeHTTiH MHPEKUMS XKyFy KyRiMEH canbICTbIpbinabl. Op ynri Typi
XeHe nHekums KyniHiH benrici ywiH ecentenreH eHimainik 3-kecteae kepcertinreH. (1) Kynstypa oH 6onca st 6onmaca (2) AMP1
(TamnoHaa Hemece HecenTe) ywiH Ae, DFA ywwiH oe oH HaTwxenep anbiHca 1 6onMaca TaMroH XaHe Hecen XXynTackaH ynrinepiHi,
ekeyiHae ge (3) AMP1 oH 6onca, naumeHT nHdeKUmMs XykkaH aen ecentengi. XXykTi avienaep Typanbl AepeKTep KeCTEeHIH TOMEHTi
nepektemecivge 6epinreH. BD ProbeTec ET CT assay (Tangaybl) apkbinbl knvHukanslk 6aranaynapgarel 1 419 anengepaid
TamnoH ynrinepiHeH 101 (7,1%) kaHbl ken peTiHae xaHe 242 (17,1%) kaHbl opTalua peTiHae xikTengi. OpTawanaH ken KaHra gewiH
TamnoHAapabl Tangay eHimMainiri ctaTucTukara cai kaHcbl3 Hemece a3 kaH 6ap TamnoHgapapb! Tangay eHimainiriieH epekieneHbesi.
4-kecTefie yNri Typi GoVbIHLLA epeKLIeneHeTiH ap KMUHMKA YLUiH NaLMeHTTiH MHDEKLWS XyFy KyRiIMEH canblCTblpraHaarbl

BD ProbeTec ET CT assay (TangayblHblH) ecentenreH eHimainiri kepceTinreH.

KnuHukanblk cbiHakTa 6apnblk 3HAOLEepBYKanNabl TaMNOHAApAaA XaHe Hecen ynrinepiHae (epkektep meH avienaep) AMP1 tangaysbl
opblHaangbl. BD ProbeTec ET assay (TangayblH) xxaHe AMP1 CT tangayblH kKynsTypameH xaHe DFA (kynsTypa Tepic, Tangay oH
ynrinepge) canbicTolpy 5-kectene 6epinreH. 6-kectene BD ProbeTec ET CT HaTwxenepi meH AMP1 HaTuxenepiHiH apacbiHaarbl
namnbl3ablk yrnecimainik 6epinreH.

KynTackaH ynrinepaiH cbiHaK HaTVDKENepiHiH KOPbITbIHABICHI 7 (aVienaep) xoaHe 8 (epkekTep) kectenepiHae 6epinreH. CoHpani-ak,
Oy kecTenepAe NauMeHTTiH MHPEKLUS XYFy Kyi KEpCeTInreH.

AHanuTukanblk 3epTTeynep
Eckeptne: BD ProbeTec ET CT kyLlenTinreH peakumsicbiHbIH, kenemi — engenreH ynridii 100 mkn.

DOoanpaik

BD ProbeTec ET CT Amplified DNA Assay (kywewTinren JHK Tanaaysl) gangiri epitkiwke C. trachomatis ekeyi fie erinreH xsHe
Tepic (erinmereH epiTkill) TOPT epiTiHAIAeH TypaTbiH 6ec MyLlenik naHenbAi CbiHay apKbinbl kKepceTingi. bec mywenik naHens ap
peakuusiga 0-100 C. trachomatis anemeHTap aeHenepi (EBs/rxn) 6ap ynrinepaeH kypangel. byn naHeni eki KnvHvkaga xaHe

ilTe opbliHAANAbl. ©p NaHenbAiH anTbl KeLWipMeci YL KyH 60Vibl KyHiHe eki peT opbiHAanAbl. OpbiHaaynapaa Hemece xepriepae
anTapnblkTan epekiweniktep 6akbinaHbaraHabIKTaH, AepekTep GipikTipingi xaHe 9-kectene bepinai. [onaikTi 3epTTeyae oH Hemece
Tepic CT/GC 6akbinay caTtci3giktepi 6akbinaHbaabi.

Xapamabinbik / ©pby kabineti

KnuHukanblk cbiHaK YLWiH AepekTepai XXuHay anabliHaa, 9p TEXHOMOT eKi xxapaMAbinblK NaHeniH enaeni xxaHe opbliHAaabl. Hecen
YArinepiH cbiHayAbl cUMynaumManay yiiH 6ip naHenb erinreH TaMnoH YrrinepiHeH, eKiHWwi naHenb erinreH bydepaeH TypAb.

Op 30-mywenik TamnoH naHeni 500 EBs/rxn (CT) »xaHe 500 xacywa/rxn (GC) bipkenki erinreH 12 kewipmeHi, 50 EBs/rxn (CT)
xoHe 30 xacywwa/rxn (GC) bipkenki erinreH 12 keLlipMeHi xxeHe anTbl erinMereH ynriHi kamTeigel. Op 30-myLwenik Hecen naHeni
600 EBs/rxn (CT) xaHe 500 xacywa/rxn (GC) bipkenki erinreH 12 kewipmeni, 115 EBs/rxn (CT) xaHe 100 xacywa/rxn (GC) Gipkenki
erinreH 12 kewwipMeHi xaHe anTbl erinMereH ynriHi KamTblgpbl.

Ocbl xxapaMapbInbIKTbl 3epTTeyaiH HaTwxenepi epby MyMKIHAIMH ecenTey yLiH 23 onepatopaa aHe 6apnblK yNri AeHrennepinae
(Tepic, ToemeH OeHrei, xofapbl AeHrewt) GipikTipingi. CT-HiH kaviTa kebeto MymKiHAir 10-kecTeae aypbic 6eH KyTinreH HaTxenepai
canbICTbIpy peTiHae nanbi3beH GepinreH. XKapamabnblKTbl/epby MyMKiHAIrH 3epTTeyae oH Hemece Tepic CT/GC Gakpinay
coTci3gikTepi 6akbinanGaabl. Y KNMHMKaaa TaranblHAanFaH Texipnbe aeHreni ap Typni TexHonortap 6ip 6enveae 6ip kyHae
GipHelue LMK opblHAAYAbIH 9CEPiH aHblKkTay YLUiH NaHenbaepai KyHiHe eki peT eHaesi. BipiHLi xaHe ekiHLi opbliHAay apackiHAa
OYpbIC HATWXENEepAiH TeMeHaeyi kepiHbeai. TamMMoH XeHe Hecen ynrinepi yLwiH eki opbiHAayAbl canbICThIpy YLiH 6enek chi-wapLubl
cblHaKTapbl opblHAandbl. CTaTucTukansik avbipmallbinbikTap 6akeinadbanel (TaMnoH ynrinepi ywid p mai: 0,1769; Hecen ynrinepi
yLiH p MaHi: 0.7691).

Ynri TypakTbIbIFbIH 3€pTTEY

CblHanaTblH ynrinepgi TacblMangay XsHe cakrtay KIHUKarsblK 3epTreyrep KesiHAe XXMHanfFaH aknapaTTbl nanganaxbin, CoHaan-akx,
LK aHanuMTUKanbIK 3epTTeynep,qi XeHe cumynaumanaHfraH TypakTblbIKTbl 3epTTeynep):|,i 6TKi3y apKblsibl GaranaHabl.

KnuHukanblk 3eptreynep

KnuHukanblk yrrinepaid kenwiniri 6ip KyH ilWiHae 3epTxaHara TacbiMangaHAbl XXaHe KaTblpblfFaH Kyinae Hemece 6envie
TemnepartypacbiHAa yCTanabl )XoHe XUHayaaH KeliH TepT KyH iWwiHae cbiHangpl.

KnvHrkanblk TamnoHaapablH XeHe Hecen ynrinepiHiH 6enmve TemnepatypacbhiHAaFbl TYPaKTbIMbIFbIH TEKCEPY YLUIH eKi KnuHnKaaa
BGenek TypaKTbINbIKTbI 3epTTey OTKi3inai. Onen naumeHTTepaeH 6ec TamnoH xvHangp! (6ipeyi AMP1 yLiH xaHe TepTeyi

BD ProbeTec ET ywiH). Hecen ynrinepi epkek Te, avien ae nauneHTTepaeH xuHangbl. bactankel (0 kyH) ynrinep xuHayaaH kewiH
24 carat iwiHge eHpengi. KocbiMiwa ynrinep 6enve tTemnepartypacbiHaa ycTanbl )aHe 2, 4 xaHe 5 kyHaepiHae eHaengi. Op yakplT
HykTeci 0 kyHiHaeri BD ProbeTec ET HaTuxkenepimeH canbiCTbIpbinabl. ©p yakelT HykTeciHae 101 TamnoH ynriciHeH 29-bl OH xaHe
57-ci Tepic 6onapl. Kanran 15 ynri (14,9%) ap kyHae ap Typni 6onapl. ©p yakbIT HykTeciHae 107 Hecen ynriciHeH 27-bl OH XaHe
68-ci Tepic 6onabl. Kanran 12 Hecen ynrinepi (11,2%) ap kyHae ap Typni 6onabl. KopbiTbiHAbI: TamMnoHaapablH XeHe HecenTepaiH
KyHAEnIKTi e3repriwTiriHii aykbiMbl CT yLwiH 5,6—10,9% 6onapi.

IWwKi aHanuTUKanbIK 3epTTeynep

Iwki 3epTTeynep ap peakuusina wamameH 200 CT EBs 6ap erinreH TamnoHAapmeH xaHe agam HecebimeH eTkisingi. ErinreH >xxeHe
erinMereH TamrnoHaap aHe Hecen KaTbipbifiFaH kynae ycranapl xaHe 0,1,2,4,5 xoHe 6 KyHAepiHAe cbiHanabl. Op OH XaHe Tepic
YIri 8p KyHi >annbl 18 OH aHe TOFbI3 TepiC AepeKTep HyKTemnepi YLWiH YLWTIK kelwwipmeae cbiHangbl. [lepektep TamnoHgap aa,
HecenTep Ae 6 KyHre AeniH TypakTa 6onFaHbiH KepceTTi. 15-27 °C Temneparypaga TaMroH YriCiHiH TypaKTbINbIFbIH KOCbIMLLA

eKi KyH Kongay Typarnbl YCbIHbICTap Xofapbla cunatranfaHfan eTkisinreH iki 3eptreynepre HerisgenreH. [lepektep Tamnoxaap
6 KyHre geniH TypakTbl 6onFaHbIH KEpCeTTi.
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CvmynauusinanfFaH ynrinepgi septreynep

OHpouepBuKanbl XXaHe ypeTpangbl TaMMoH YrinepiHiH cakray )eHe TacbiMangay TypakTbifbIFbiH cypaynapabl Kongay yiiH
aHanuTukanblk akcnepumenTTepae CT Tepic aHAoLEepBUKanabl TaMNoH MaTpuuacbkiHbiH Kopnapbl nanganaHbingel. CankeciHwe,
ap 200 EB/mn xxaHe 200 xacyLia/Mn peakumsiCbiHa COHFbl €H XXOFapbl AeHrewiH any yLwiH TaMnoH maTpuuacbliHbiH KopriapbiHa CT
cepoBapsbl L2 xxeHe GC ATCC 19424 wtammbl kocbingbl. KopabiH 100 Mkn wamachkl anenaepdin dHaouepBukanabl TaMnoHaapbiHa
KocbInabl. KocbinFaH TamnoHaapabiH, KapTbiCbl “blnFanabl” aHAoLepBukangbl ynrinepai cumynsauusnay ywid 2 mn CT/GC ynri
epiTKiW TyTikTepre cbifbingpl xxaHe 2—8 °C TeMmnepartypacbiHaa caktangbl. KanFaH kocbinFaH TamnoHgap “binFangbl” TaMnoHaapabl
cumynsauusnagbl xsHe 2—8 °C TemnepaTypacbkiHAa cakTanbl )XaHe TUICTi yakblT HykTeciHae 2 mn CT/GC ynri epiTkiw TyTikTepre
cbifbingbl. Ocbl 3epTTeyre yakbIT HykTenepi kocbinabl: 0, 16, 20 xaHe 31 KyHi. ©p yakbIT HyKTeciHAe ynrinep cakrayaaH anbiHbim,
BD ProbeTec xyiieciHae BD ProbeTec CT/GC Assay (TangayblHblH) KOMeriMeH cbiHanabl. Op yakbIT HYKTECI YLUiH OH ceri3
Tangay kewlipmenepi xxacangpl. AnbiHFaH gepektep 2—8 °C TemnepaTtypacbkiHa caktanfaHaa Tamnonaap 31 kyHre AeniH TypakTbl
6GonfaHbIH KepCeTTi.

AHanuUTUKanbIK cesrilTik

BD ProbeTec ET Chlamydia trachomatis Amplified DNA Assay (kywenTtinreH OHK Tangaybl) aHanuTvkanblk cesrilwTiri (aikbiHaay
weri Hemece LOD) epitkiwTe (CT/GC) 15 C. trachomatis cepoBapablH epiTy apkbinbl aHblkTangel. CaHanfad CT kynbTypanapbl ap
cepoBap YLiH ap peakunaga 0,5,15,35,70 xxaHe 200 EBs geniH epitingi. Yarinep yLwTik kewipMmeae enaengi xxeHe tangaHabl.

C. trachomatis cepoBapnapblHbIH arikbiHAay LUeriHiH aykbiMbl 8p peakumsiga 5—200 Ebs, optalua ap peakuusina 35 EBs 6ongpi.

15 CT cepoBapnapsbl, apKaicbIChl YLUiH Calikec aikbiHAay LUeri )akLwana 6epinreH (EBs/peakumns peTiHae kepceTineai) kenecigei:
A (15), B (35), Ba (35), C (5), D (70), E (35), F (200), G (35), H (15), I (200), J (70), K (200), LGV-1 (35), LGV-2 (15), LGV-3 (35).
Ebs HerizgenreH C. trachomatis (CT) caHarbl kipicTipinyai kypyLubl 6ipnikTi (IFU) apkbinbl caHaygaH ganipek xkaHe epby kabineTi
XoFapblpak ekeHi aHbikTangpl. IFU caHarbl e3repin oTbipagbl xaHe Ebs Tikenen (DFA) caHaymeH canbiCTbipFaHaa YHEMi TOMeHipek
canabl 6epeni. DFA xaHe IFU TuTpnepi apkbinbl caHay apacbiHa e3apa baiinaHbICTbl aHblkTay YLuiH 6apnblk, 15 CT cepoBapnap
Kesgeme KyrnbTypacbliHAa ecipingi, cogaH keniH EBs xuHanbin, DFA xaHe IFU ekeyimeH ge caHangbl. ©p ceposap ywiH EB
caHakTapbl (DFA apkbinbl anbiHFaH) meH IFU TutpnapbiHbIH kaTbiHackl ecentengi. 15 CT cepoBapabiH (A meH LGV-3 apacbiHaa)
opTawa EB meH IFU katbiHackl ap IFU ywiH 167 EBs ekeHi aHbiktangbl. STD 10661 (D-K CT cepoBapnapbl) YLUiH opTalla KaTbiHac
ap IFU ywin 317 EBs 6onabl. Byn kaTbiHacTap cepoBaprapAblH apacbiHaa TabbinFaH e3repicTi kepceteai. Ocbkl TyprneHgipynepae
CT TangayblHblH aHanuTukanslk cesriwTiri < 1 IFU 6onatbiH egi.

AHanuTukKanbIk epekwenik

11-kecteciHae (116-6eT1Ti kKapaHbi3) BD ProbeTec ET Chlamydia trachomatis Amplified DNA Assay (kywenTinreH OHK
Tangaybl) nanganaHsin 6arananraH 6aktepusinapabl, BUpyctapabl xeHe rpuboktapabl 6ingipeani. baktepusinbik nsonstrap
KepceTinreHai kocnaraHaa keminae 108 konoHus KypyLwbl Gipniktep (CFU)/mn Hemece reHomablk AHK Ganamans kewwipmenepi
navganaHbin ceiHangsl. Bupycrtap keminge 108 TyniHgiktepai kypyLwbl Gipniktep (PFU)/mMn Hemece reHomablk JHK 6anamans
KeLlipMenepiH naaanaxbin ceiHangbl. ChiHanFaH opraHnamaep agette backanapbiMeH Koca »aTblp MOMbIHLUbIFbI XXOMblHAA
TabblnatbiHaapabl kamTuabl.

Chlamydia trachomatis ywiH 6apnbik HoTUXenep KyTinreHaen Tepic 6onapl.

Kepepri xxacanTbIH 3aTTap

TamnoHAaa xxeHe/HeMece Hecen ynrinepiHae kesgecyi MyMKiH bIKTUMan kefepri xxacanTeiH 3attap BD ProbeTec ET Chlamydia
trachomatis xywewTinreH OHK TangaybiMeH cbiHangbl. blktuman kefepri )kacanTblH 3aTTap MakcaTTbl aiMak >KoK ke3fie Hemece
ap peakumnsaa 200 CT EBs (arHn, 1 000 EBs/mn Hecen Hemece 4 000 Ebs/TamnoH) 6onFanaa 6arananabl. HoTwkenepaiH TymiHi
12-kecTene GepinreH.
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KOJNOA BAP TAYAPIIAP
CoHpaii-ak, keneci BD ProbeTec ET eHimaepi kon xeTimai:

CaHnar Ne
220142

220143

440450
440451

440452
440453
440455
440456
440457

440458
440461

440476

440474
440478
440479
440480
440482
440483
440487
440502
440704
440705
440928

Cunarttamacbl

BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Collection Kit for
Endocervical Specimens (kywwewTinreH JHK Tangaybl ywiH aHaoLepBrKanabl YNrinepAai xxuHay KypanaapblHbIiH XKUHaFb),
100 Gipnik

BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Collection Kit for Male
Urethral Specimens (kywentinreH JHK tangaybl ywiH epnepaiH ypeTtpangbl YAriCiH XXuHay KypanaapblHblH XUHaFfbI),
100 Gipnik

BD ProbeTec ET CT/GC/AC Reagent Pack (peareHT xuHarbl), 384 cbiHak.

BD ProbeTec ET CT/GC Control Set (6akbinay 1o6b1), 20 oH xaHe 20 Tepic.

BD ProbeTec ET CT/GC Diluent Tubes (epiTkiw TyTikTepi), 2 mn x 400.

BD ProbeTec ET Diluent (epitkiwi) (CT/GC), 4 x 225 mn.

BD ProbeTec ET Sample Tubes and Caps (ynri TyTikTepi xaHe kaknakrap), 4 x 100.

BD ProbeTec ET Caps (kaknakrapsl), 4 x 100.

BD ProbeTec ET Accessories (kocarnkbl kypanaapbl) (npaniMep kaknarbl, KYLUENTyAi repMeTusaumsanay kypanaapbl XeHe
KOKbIC flopbanapbl, apkanceicbl 20).

BD ProbeTec ET Pipette Tips (Tambi3y ywiTtapsl), 6 x 120.

BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae CT/GC Amplified DNA Assay Male Urethral Specimen
Collection and DRY TRANSPORT Kit (kywewTinren OHK Tangaybl yLwiH epnepgid, ypetpangbl YriciH XXuHay MeH
KYPFAK TYPOE TACBIMANOAY xwuHarbl), 1 x 100.

BD ProbeTec ET Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Amplified DNA Assay Endocervical Specimen
Collection and DRY TRANSPORT Kit (kywewTinren JHK Tangaysl ywwiH aHAoLepBrKanapl ynrinepAi xxuHay meH KYPFAK
TYPOE TACBIMATIOAY xuHarbl), apkaricbicbl 100.

BD ProbeTec ET CT/AC Reagent Pack (peareHT xuHarbl), 384 cbiHak.

BD ProbeTec ET Instrument (kypansbl).

BD ProbeTec ET Priming and Warming Heater (npumpaey xaHe XbInbITy Kbi3ablprbiLlbl), 220B.
BD ProbeTec ET Priming and Warming Heater (npumzaey xaHe XbinbITy Kbi3ablpfbiLlbl), 120B.
BD ProbeTec ET Lysing Heater (nuauc kbiaabiprbiwbl) 220 B.

BD ProbeTec ET Lysing Heater (nuanc kbiagpiprbiwbl), 120B.

BD ProbeTec ET Pipettor (Tamiybip-go3aTopbt).

BD ProbeTec ET Lysing Rack (nusuc cepeci).

BD ProbeTec ET CT Reagent Pack (peareHT xuHarbl), 384 cbiHak.

BD ProbeTec ET CT/GC Reagent Pack (peareHT »xuHarbl), 384 cbiHaK.

BD ProbeTec Urine Preservative Transport Kit (Hecen koHCepBaHTbIH TacbiMangay *xuvHarbl), 100/kopan.

Keneci wrammMabl MblHa XepaeH anyfa 6onagbl:

American Type Culture Collection (ATCC)
10801 University Boulevard

Manassas, VA 20110-2209, USA.

ATCC # VR-902B Chlamydia trachomatis LGV2
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Kectenepai Tangay

TanGanap, KbICKapTbifiFaH Ce3, Co3aep XoHe TePMUHONOrus

*)
)
)
#
%

OH

Tepic
aHblKTanManabl
caHbl

MaribI3bl

KbickapTbinfaH cesaep

A WHdekums Genrici koK
AMP1 1 KyLenTy agici

AMP2 2 KywenTy ofici
Xacywanap/rxn  Xacywa/peakumns

(¢]] CeHimai apanbik

cv Oarepic koahULMeHTI

DFA Typa dntoopecueHTTi
EBs/rxn OnemeHTapnbIK AeHe/peakums
FN KaTe Typge Heratus

FP KaTte Typae nosutus

FS Orien TaMnoHbI

FU Onen Hecebi

Interp. Tanpay

MOTA XKeingampatynan 6acka agic
MS Epkek TaMnoHbl

MU Epkek Hecebi

n CaHbl

KongaHbinManabl  KongaHbinmanapl

NPA Tepic nanbl3gplk kenicy

NPV Tepic 6omkamablk MaH

NV Tepic e3repic kypamaacbiH baranay
PA Manbi3ablk kenicy

PPA OH nanbl3gblk kenicy

PPV OH BomkamapblKk MaH

S WHdekumnsa Genrici 6ap

SD CTaHpapTThbl aybITKy

Ce3pep xaHe co3 TipkecTepi
Agreement / ¥kcacTblk

and / xeHe

Between Run / OpbiHpay apacbeiHaa
Buffer seed level / Bydep ery aeHreni
Clinical Site / Knunuka

Correct / Oypbic

Correct vs. Expected / [lypbIC xaHe KyTinreH
Endocervical culture / QHaouepBukanabl Kynstypa

Final / CoHfbl

Frequency / Xuinik

Initial / Bactankbl
Mean / Oprawa

Patient Infected Status / MauneHTTiH MHDEKLNS XKYFY KYHi

Patients / MauneHTTep

Performance Compared to Culture / KynsTypameH canbiCTbIpbInifaH eHiMAInik
Performance Compared to Patient Infected Status / MauneHTTiH MHeKLUUS XyFy KyRiMeH canbICTbIpbISiFaH OHIMAINIK
Prevalence / Tapany

Repeat / Kaitanay

Sensitivity / CesriwuTik

Specificity / Epekwuenik

Specimen Type / Ynri Typi

Swab / TamnoH

Total / XKannbl

Urethral culture / YpeTpangbl kynstypa

Urine / Hecen

With AC / KywueinTyai 6akbinaymeH

Within Run / OpbiHgay iwiHae

Without AC / KywenTyai 6akbinaycbi3
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1-cypeT: BD ProbeTec ET AC Assay (Tanaaybl) yLWiH XWinikTi ynectipiny — 6actankbl HaTuxenep
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AC MOTA (6apnblIK ynrinep)

Specimen
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251- 501- 1001- 1501- 2001- 3001- 4001- 5001- 10001- 15001- 20001- 40000-

60001—

Type 250 500 1000 1500 2000 3000 4000 5000 10000 15000 20000 40000 60000 80000 Total
FS 7 1 1 2 5 13 15 22 185 266 287 566 51 5 1426
FU 63 43 70 56 45 77 72 71 305 198 135 200 7 0 1342
MS 0 1 2 0 0 0 4 5 48 82 114 323 102 2 683
MU 9 14 19 27 16 29 29 33 121 85 67 188 41 2 680
Total 79 59 92 85 66 119 120 131 659 631 603 1277 201 9 4131

2-cypet: BD ProbeTec ET CT Assay (Tanaaybl) yLWiH XUWinikTi ynecTipiny — 6actankbi HaTuxenep
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CT MOTA

0- 101- | 251- | 501- | 1001- | 1501— | 2001- | 3001- | 4001- | 5001— | 10001-|15001—-|20001—| 40001 | 60001—
100 250 500 1000 | 1500 | 2000 | 3000 | 4000 | 5000 | 10000 | 15000 | 20000 | 40000 | 60000 | 80000
n 1944 | 1007 280 223 62 1" 14 18 12 60 33 40 261 125 18
Total 5 8 2 15 6 4 10 2 0
FS 3 3 0 3 0 1 3 0 0
FP1 FU 0 1 0 6 1 0 3 0 0
MS 1 1 0 5 3 3 1 0
MU 1 3 2 1 5 0 1 1 0
FN Total 24 12 4 3 2 2
FS 5 1 2 1 0 0
FU 14 6 1 1 0 2
MS 2 1 0 1 0
MU 2 3 0 1 1 0

1 Tek Giperet BD ProbeTec ET False Positives (kate Typae noautvsTtepai) (ep ynri TypiHae BD ProbeTec ET kypanbiHaa oH, Gipak xacyLa kynstypacsl, DFA

Hemece AMP1 GolibiHLIa OH emec yIrinep) KamTuabl.

1-kecTte: MauneHTTiH UHEKUUA XyFy KyhiMeH canbicTbipbinFaH CT Gomkanabl oH XaHe Tepic 6omkaMabiKk MaHaep

Prevalence Sensitivity Specificity PPV NPV
(%) (%) (%) (%) (%)

2 90.7 96.6 35.3 99.8

5 90.7 96.6 58.4 99.5

10 90.7 96.6 74.8 98.9

15 90.7 96.6 82.5 98.3

20 90.7 96.6 87.0 97.7

2-kecte: BD ProbeTec ET CT Assay (Tangaybl) — NauneHTTiH MHEKUUSA XKYFY KyWi 60MbIHLIA aHbIKTanManTbIH HaTuXenep

Patient Infected Specimen S/IA n Initial () Repeat ()1
Status Type (%) (%) (%) (%)
S 62 0 0
Fs
A 63 0 0
FU S 61 4 (6.6%) 2(3.3%)
*) A 62 1(1.6%) 1(1.6%)
+
S 111 0 0
MS
A 19 0 0
S 110 0 0
MU
A 19 0 0
Fs S 537 3 (0.6%) 1(0.2%)
A 757 6(0.8%) 0
FU S 513 67 (13.1%) 32 (6.2%)
O A 700 89 (12.7%) 46 (6.6%)
S 381 1(0.3%) 0
MS
A 167 1(0.6%) 0
MU S 378 20 (5.3%) 10 (2.6%)
A 168 14 (8.3%) 3(1.8%)

1 KnuHukanslk 3epTTey kesiHge 6actankbl aHbIKTanManTbiH HaTwkenepi 6ap ynrinep eHaenreH ynrigeH kantananabl. Ockl 3epTTeyaeri aHbiKTanManTsiH
HaTWxenepAiH KenLwiniriH TMICTi eMec TeryaeH KewiHri kanablk Hecen TyablpFaH 6omybl MyMKiH.
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3-kecTe: KynbTypameH xaHe nauueHTTiH MHAEKUUA XKyFy KyriMeH canbicTbipbinFaH BD ProbeTec ET CT HaTuxenepi

Specimen| S/A Performance Compared to Culture Performance Compared to Patient Infected # DFA or AMP1 (+)
Type Status Init?a(II;i)nal in swab or urine /
Sensitivity Specificity Sensitivity Specificity (With AC) # BD ProbeTec ET (+);
95% C.I. 95% C.I. 95% C.I. 95% C.I. Patient Infected Status (-)
FS S 90.9% (50/55) 97.6% (531/544) 88.7% (55/62) 98.5% (529/537) 31 38
80.0-97.0 95.9-98.7 78.1-95.3 97.1-99.4
A 100% (47/47) 96.1% (743/773) 96.8% (61/63) 97.9% (741/757) 6/0 8/16
92.5-100 94.5-97.4 89.0-99.6 96.6-98.8
Total 95.1% (97/102) 96.7% (1274/1317) | 92.8% (116/125) | 98.1% (1270/1294) o 11/24
88.9-98.4 95.6-97.6 86.8-96.7 97.3-98.8
FU? S 75.9% (41/54)2 97.3% (506/520) 77.0% (47/61)3 98.2% (505/513) 71/34 48
62.4-86.5 95.5-98.5 64.5-86.8 97.0-99.3
A 91.3% (42/46) 96.9% (694/716) 83.9% (52/62)4 98.3% (688/700) 00/47 512
79.2-97.6 95.4-98.1 72.3-92.0 97.0-99.1
Total® 83.0% (83/100) 97.1% (1200/1236) 80.5% (99/123) 98.4% (1193/1213) 161/81 9120
74.2-88.2 96.0-98.0 72.4-87.1 97.4-99.0
MS S 95.8% (92/96) 89.9% (356/396) 95.5% (105/110) 92.9% (355/382) 10 16/27
89.7-98.3 86.5-92.7 89.7-98.5 89.9-95.3
A 88.2% (15/17) 95.9% (162/169) 89.5% (17/19) 97.0% (162/167) 110 2/5
63.6-98.5 91.7-98.3 66.9-98.7 93.2-99.0
Total 94.7% (107/113) 91.7% (518/565) 94.6% (122/129) 94.2% (517/549) 20 18/326
88.8-98.0 89.1-93.8 89.1-97.8 91.9-96.0
Mu* S 95.8% (91/95) 86.5% (340/393) 95.4% (104/109) 89.4% (339/379) 20110 28/40
89.6-98.8 82.7-89.7 89.6-98.5 85.9-92.4
A 88.2% (15/17 94.7% (161/170) 89.5% (17/19) 95.8% (161/168) 16/3 5/7
63.6-98.5) 90.2-97.6 66.9-98.7 91.6-98.3
Total 94.6% (106/112) 89.0% (501/563) 94.5% (121/128) 91.4% (500/547) 36/13 33/477
88.7-98.0 86.1-91.5 89.1-97.8 88.7-93.6
Total® 92.0% (393/427) | 94.9% (3493/3681) | 90.7% (458/505) | 96.6% (3480/3603) 208/95 71/123
89.1-94.4 94.1-95.6 87.8-93.1 95.9-97.1

1 BilenaepaiH xaHe epkeKTepiH Hecen yNrinepi yLWiH KynsTypanapabl CanbiCTbpy COMKECIHLLE 3HAOLIEPBUKAN/b XKOHE epKeKTEPiH ypeTpanabl TaMmMoH
ynrinepiHae opbliHaanabl.

2 KywwenTygi 6akblnayMeH, eki COHfbl aHbIKTanMamnTbiH MaHAEp anblHabl (kaTe Typae HeraTUBTIH OpHbIHA), COMTIN ceariTikTiH 75,9 nanbiagaH 80,8% aeniH
apTyblHa XaHe epekLenikTiH 97,3 nanbiagaH 96,9% aeniH aszatoblHa akengi.

3 KywenTyni 6akbinayMeH, eki COHFbl aHbIKTanMamnTbiH HOTVKENep anblHabl (kaTe Typae HeraTuBTiH OpHbIHA) XeHe Gip NO3UTUB KanmnbiHa KenTipingi (kate Typae
HeraTuBTIH OpHbIHA), CONTIN cearilTikTiH 77,0%-aaH 81,4% aeviH apTyblHa xaHe epekwwenikTiH 98,2%-aaH 98,1% feviH azatobiHa akengi.

4 KywenTygni 6akbinaymeH, 6ip CoOHFbl aHbIKTanManTbiH HoTWXe anbiHabl (KaTe TypAe HeraTUBTIH OpHbIHA), COMTIN ce3rilTikTiH 83,9%-AaH 85,2% AeviH apTybiHa
XoHe epekwenikTiH 98,3%-aaH 98,2% OeniH asatobiHa akengi.

5 KywenTyai 6akblnayMeH, KynbTypa yiiH siengepdin Hecen cesrilTiri MeH epekweniri cavikeciHwe 85,7% sxoHe 96,8% Gonabl; an naunmeHTTiH UHDEKLUS XKyFy
Ky#i yLiH caiikeciHwwe 83,3% xoaHe 98,1% Gonapbl.

6 16 AMP1 Hecen no3uTueTepiHiH 13-i AMP2 cbiHaybIMeH pactangpl.
730 AMP1 Hecen no3utueTepiHiH 14-i AMP2 cbiHaybIMeH pactangpl.

8 KyLuenTyai 6akbinayMeH KynsTypa YLUiH xasnmbl CeariluTik neH epekLwenik cankeciHwwe 92,7% xeoHe 94,7% 6onabl; an naumeHTTiH UHEKLMS XYFY KyMi YLLiH
caiikeciHwe 91,4% xaHe 96,5% Gongpl.

ECKEPTIE: XykTe avienaepaeH XuHanfan ynrinep ywiH 6enek eHiMainik cunartamanapel ecentengi. MauneHTTiH HDEeKUNS XyFy
KyWiMEH canbICTbIPbINFaH Ce3rilTik TamnoHaap ywid 94,4% (17/18) xaHe Hecen ywiH 83,3% (15/18) 6onabl. MauneHTTiH nHdekuuns
XKYFY KyNMiMeH canbICTbIpblIFaH epekLenik TamnoHaap yiwiH 98,4% (122/124) xeHe Hecen ywiH 100% (120/120) 6onabl.
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4-kecte: BD ProbeTec ET CT Assay (TanaaybiHbIH) NaLMeHTTiH MHMEKUUA XKYFY KYMiMeH canbICTbIpFaHaarbl eHiMAiniri
(knuHMKa 6oMbIHLIA)

Performance Compared to Patient Infected Status

S"Te;g:e" C"S’i'ti:a' ':z‘(’:ae n | Sensitivity | 95%C.. | Specificity 95% C.1. a: dcéé*(L) %PPV | %NPV Initral(l?inal
FS 1 115% | 26 | 100% (3/3) | 29.2-100 | 95.7% (22/23) | 78.1-99.9 0 75.1 100 0/0
2 13.4% | 186 | 92.0% (23/25) | 74.0-99.0 | 95.7% (154/161) | 91.2-98.2 10 76.8 98.7 110
3* 9.0% | 111 | 70% (7/10) | 34.8-93.3 | 99.0% (100/101) | 94.6-100.0 2 87.4 97.1 0/0
4 53% | 133 | 100% (7/7) | 59.0-100 | 100% (126/126) | 97.1-100 1 100 100 4/0
5 4.4% | 498 | 95.5% (21/22) | 77.2-99.9 | 99.2% (472/476) | 97.9-99.8 3 84.6 99.8 2/0
6 15.1% | 171 | 92.3% (24/26) | 74.9-99.1 | 98.6% (143/145) | 95.1-99.8 7 92.1 98.6 2/1
7 10.9% | 294 | 96.9% (31/32) | 83.8-99.9 | 96.6% (253/262) | 93.6-98.4 7 777 99.6 0/0
FU 1 12.5% | 24 | 100% (3/3) | 29.2-100 | 100% (21/21) | 83.9-100 0 100 100 0/0
2 13.5% | 185 | 72.0% (18/25) | 50.6-87.9 | 97.5% (156/160) | 93.7-99.3 10 81.8 957 15/8
3 9.0% | 111 | 50.0% (5/10) | 18.7-81.3 | 100% (101/101) | 96.4-100 2 100 95.3 8/7
4 48% | 125 | 100% (6/6) | 54.1-100 |99.2% (118/119)!| 95.4-100 1 86.3 100 111
5 4.8% | 439 | 95.5% (21/22)2 | 77.2-99.9 | 98.3% (410/417) | 96.6-99.3 3 73.9 99.8 62/37
6 15.1% | 164 | 76.0% (19/25)2 | 54.9-90.6 | 97.1% (135/139) | 92.8-99.2 7 823 95.8 22/11
7 11.6% | 275 | 84.4% (27/32)3 | 67.2-94.7 | 98.4% (252/256) | 96.1-99.6 7 87.4 98.0 4317
MS 2 19.4% | 294 | 98.2% (56/57) | 90.6-99.9 | 94.5% (224/237) | 90.8-97.0 16 81.1 99.5 2/0
3+ | 19.8% | 197 | 89.7% (35/39) | 75.8-97.1 | 98.1% (155/158) | 94.6-99.6 9 92.1 97.5 0/0
4 91% | 11 | 100% (111) | 2.5-100 | 100% (10/10) | 69.2-100 0 100 100 0/0
6 17.8% | 169 | 96.7% (29/30) | 82.8-99.9 | 89.2% (124/139) | 82.8-93.8 7 66.0 99.2 0/0
7 | 286% | 7 50% (1/2) | 1.3-98.7 | 80.0% (4/5) | 28.4-99.5 1 50.0 80.0 0/0
MU 2 19.4% | 295 | 98.2% (56/57) | 90.6-99.9 | 92.4% (220/238) | 88.3-95.5 16 756 99.5 12/3
3* | 19.4% | 196 | 89.5% (34/38) | 75.2-97.1 | 93.7% (148/158) | 88.7-96.9 9 774 97.4 15/5
4 10.0% | 10 | 100% (1/1) | 2.5-100 100% (9/9) | 66.4-100 0 100 100 0/0
6 18.0% | 167 | 96.7% (29/30) | 82.8-99.9 | 86.9% (119/137) | 80.0-92.0 7 61.8 99.2 a5
7 | 286% | 7 50% (1/2) | 1.3-98.7 | 80.0% (4/5) | 28.4-99.5 1 50 80.0 0/0

1 KywenTyai 6akbinaymeH 6ip kate Typae no3uTuB anbiHbIn, epekwenikTii 99,2%-aaH 98,3% AeltiH asatobiHa akengi.

2 KywenTyni 6akbinaymeH, 5 KnHUKacbiHaH 6ip aHbIKTanManTblH HOTIKE XeHe 6 KNMHMKaChIHaH eki COHFbl aHbIKTaNManTbiH HATUXe anblHab! (kaTe Typae
HeraTuB(Tep) OpHbIHA), CONTIN calikeciHwwe ce3riwTikTiH 95,5%-aaH 100% aeniH xoHe 76,0%-aaH 82,6% OeniH apTyblHa akengi.

3 Kywentygi 6aksinaymeH Gip kate Typae HeraTvs KanmbiHa KenTipinin, ceariwTikTiy 84,4%-aaH 87,5% neviH apTybiHa akengi.

*EckepTne: TepT naumneHTTep, YL aienfeH xaHe Bip epkekTeH anbiHFaH ynrinepaiH Kynstypa HaTwkenepi oH 6onabl, 6ipak
TaMnoHmeH xaHe HecenneH BD ProbeTec ET xxaHe AMP1 cbiHakTapbiHAa Tepic 6onabl. bipaen ynrinepaeri kynetypa
KanTanaHraHga, Kynstypanap Tepic 6ongpl.
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5-kecTe: UHekums xyFy Genrinepi 6ap xxaHe MHeKUUA XKyFy 6enrinepi ok nonynsauuanapaarbl Xacylua KyJrbTypacbiMeH
xaHe DFA canbicTbipbinFadH BD ProbeTec ET xxaHe AMP1 CT TangaybIHbIH eHimAiniri

Specimen S BD ProbeTec ET AMP1

Type Sensitivity 95% C.I. Specificity 95% C.I. Sensitivity 95% C.1. Specificity 95% C.I.

FS S 91.2% (52/57) 80.7-97.1 | 98.0% (531/542) | 96.4-99.0 89.7% (52/58) 78.8-96.1 | 98.5% (533/541) 97.1-99.4
100% (55/55) 93.5-100 | 97.1% (743/765) | 95.7-98.2 100% (54/54) 93.4-100 98.0% (751/766) 96.8-98.9

FS Total 95.5% (107/112) | 89.9-98.5 |97.5% (1274/1307)| 96.5-98.3 | 94.6% (106/112) | 88.7-98.0 |98.2% (1284/1307)| 97.4-98.9

S 77.2% (44/57)2 64.2-87.3 | 97.9% (506/517)3 | 96.2-98.9 71.9% (41/57) 58.5-83.0 | 98.1% (507/517) 96.5-99.1
92.2% (47/51) 81.1-97.8 | 97.6% (694/711) | 96.2-98.6 84.0% (42/50) 70.9-92.8 | 98.0% (698/712) 96.7-98.9

FU1

FU Total 84.3% (91/108) 76.0-90.6 |97.7% (1200/1228) | 96.7-98.5 77.6% (83/107) 68.5-85.1 |98.0% (1205/1229)| 97.1-98.7

S 96.4% (106/110) | 91.0-99.0 | 89.9% (340/378) | 86.5-92.8 | 93.6% (102/109) | 87.2-97.4 | 92.3% (350/379) 89.2-94.8

Mu?

89.5% (17/19) 66.9-98.7 | 95.8% (161/168) | 91.6-98.3 89.5% (17/19) 66.9-98.7 | 95.2% (160/168) 90.8-97.9
MU Total 95.3% (123/129) | 90.2-98.3 | 91.8% (501/546) | 89.1-93.9 | 93.0% (119/128) | 87.1-96.7 | 93.2% (510/547) 90.8-95.2
Total4 92.0% (321/349) | 88.6-94.6 |96.6% (2975/3081)| 95.9-97.2 | 88.8% (308/347) | 85.0-91.9 |97.3% (2999/3083)| 96.6-97.8

1 OilenaepaiH xaeHe epkekTepaiH Hecen ynrinepi yiwiH KynsTypanapibl CanbICTbipy COMKECIHLLE 3HAOLEPBUKANAb! )KaHe epKeKkTepAiH ypeTpanabl TamnoH
ynrinepiHae opbiHaangbl. DFA cbiHay TaMMOHHbIH, KyNbTypaHbl TackiMangay KypanbiHaH opblHAanpl.

2 KywweinTyai 6akblnayMeH, eki COHfbl aHbIKTanManTbiH HOTWXKENEP anbiHAbl (KaTe Typae HeraTMBTEPAiH OPHbIHA), CONTIN CearilTiKTiH 77,2 nanbiznaH 81,8% aewi
apTyblHa oKengi.

3 Kywentyni 6aksinaymeH 6ip kate Typae no3uTvB anbiHbIn, epekiuenikTii 97,9%-aaH 97,5% AeuiH asatoblHa akengi.
4 KywwenTyai 6akbinaymeH 6apnbik yiri Typrnepi yLUiH kanmbl CeariluTik xeHe epekLenik calikeciHwe 92,8% xoaHe 96,1% Gongpl.

6-kecte: AMP1 canbictbipbiniFad BD ProbeTec ET CT HaTuxenepi

Specimen Type SIA % Agreement 95% C.I.
FS S 98.2% (588/599) 96.7-99.1
A 98.0% (804/820) 96.9-98.9

Total 98.1% (1392/1419) 97.2-98.7

FU S 97.4% (559/574) 95.7-98.5
A 96.6% (736/762) 95.0-97.8

Total 97.0% (1296/1336) 96.0-97.8

MU S 94.9% (463/488) 92.5-96.7
A 96.3% (180/187) 92.4-98.5

Total 95.3% (643/675) 93.4-96.7

Total 97.1% (3331/3430) 96.5-97.6
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7-kecTe: Onen nauueHTTepae CT xynTtackaH ynrinepai Tangay (KyweunTtyai 6akbinaycbis)

Patient Endocervical ) DFA BD ProbeTec ET # Patients
Infected Culture AMP1 Swab AMP1 Urine X
Status Swab Urine S A
(+) + + + + + 36 35
+ + + + — 1 2
+ + + - + 1 0
+ + - + + 3 6
+ + — + - 7 2
+ - — + + + 1 0
+ - - + - 1 0
+ - - - - 4 0
— + + + + + 2 3
- + + + - + 1 0
- + + - + + 3 5
- + + - + - 0 2
- + + - - - 1 1
- - + + - - 0 1
- + - + + + 0 2
— + — + + — 0 2
(=) - + - - + + 1 1
- + - - + - 2 3
- + - - - + 0 1
— — + - + + 0 2
- - + - + - 1 0
— — + - - + 3 1
- - - + + - 0 1
- - - - + + 0 1
- + - - - - 1 2
- - + - - - 2 3
- - - - + - 4 8
- - - + - - 1 1
- - - - - + 4 6
- - - - - - 21 46
- - - - - 473 624
Total 574 761
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8-kecTe: Epkek naumeHTTepae CT xynTackaH ynrinepgi tangay (Kywentyai 6akbinaycbis)

Patient Urethral AMP1 Urine DFA BD ProbeTec ET # AMP2 # AMP2 (+) # Patients
Infected Culture
Status Swab Urine S A
(+) + + + + 5 0
+ + + 80 12
+ + — + 0 1
+ + - 1 1
+ - + + 0 1
+ - + 2 0
+ + + 4 1
. + - 1 0
+ — - 3 1
- + + + 15 14 13 2
- + - - 1 0
-) - - + + 13 11 14 0
- - + - 2 2 1 1
- - - + 15 3 11 4
- + + + 1 0
- + - + 1 0
- + + - 1 1
- - + + 5 1
- - - - 5 1 3 2
- - + - 5 2
- - - + 8 1
- - - - 4 1
_ —/na - - 324 154
Total 488 186
9-kecte: BD ProbeTec ET CT Precision Data (aangik aepekrepi)
CT (without AC)
Within Run Between Run
Panel Member n % Correct Mean MOTA SD %CV SD %CV
0 EBs/rxn1 108 99.1% 192 380 - NV NV
25 EBs/rxn 108 100% 21426 10498 49 869 4
50 EBs/rxn 108 100% 27181 8818 32 NV NV
75 EBs/rxn 108 100% 27878 9888 35 2209 8
100 EBs/rxn 108 100% 30534 9678 32 885 3
AC
Within Run Between Run
CT Panel Member n Mean MOTA SD %CV SD %CV
Negative 108 22201 10989 - 530 -
25 EBs/rxn CT 108 24100 12163 50 NV NV
50 EBs/rxn CT 108 24830 13041 53 NV NV
75 EBs/rxn CT 108 25949 12586 49 1546 6
100 EBs/rxn CT 108 28245 11431 40 1079 4

1 Kywentyai 6akbinaymeH: 1/108 (0,9%) oH, 106/108 (98,1%) Tepic xeHe 1/108 (0,9%) aHblKTanManTbIH.
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10-kecte: BD ProbeTec ET CT Reproducibility (epby kabineTi)

cT!

Swab seed level

0 EBs/rxn

50 EBs/rxn
10,000 EBs/swab

500 EBs/rxn
1,000 EBs/swab

% Correct vs. Expected

99.3%2 (137/138)

92.4% (255/276)

100% (276/276)

Buffer seed level

0 EBs/rxn

115 EBs/rxn
575 EBs/mL

600 EBs/rxn
3,000 EBs/mL

% Correct vs. Expected

97.1%3 (134/138)

92.4% (255/276)

99.3%1 (274/276)

1 ©pby eHimainiri 3eptTenetiH ynrinepre C. trachomatis xaHe N. gonorrhoeae eringi. 3epTTey xocnapblHbIH enkei-Tenkenni cunaTramachiH “OHiMAainik
cunattamanapb!” 6enimiHae kapaHbi3.

2 Kyweityai 6akbinay HaTuxeci eHrisinreHae Gip ynri aHbikTanmagbl.
3 Kyweiityai 6akbinay HOTUXECI eHrisinreHae, yL ynri aHblkTanvagbl.

ECKEPTIE: Ocbl 3epTTeyae 23 onepatopaa xeHe 6apnblk yrrinepae (Tepic, ToMeH NO3UTUB, OFapbl NO3UTUB) HBTUXENEP
GipikTipinai. 23 (78%) onepatopablH oH ceridinae CT TamnoH ynrinepiHae keminae 95% epby kabineti 6onabl; 14/23 (61%)
onepatopaa CT 6ydep ynrinepiHae kemiHae 95% epby kabineti 6onael.

11-kecTe: AHaNUTUKANbIK epeKLUeniK CbIHafFaH MMKpoOoOpraHusmMaep

Acinetobacter calcoaceticus

Enterococcus faecalis

Mobiluncus mulerieris

Peptostreptococcus asaccharolyticus

Acinetobacter Iwoffii

Enterococcus faecium

Moraxella lacunata

Peptostreptococcus productus

Actinomyces israelii

Epstein-Barr Virus

Moraxella osloensis

Plesiomonas shigelloides

Adenovirus

Escherichia coli

Morganella morganii

Propionibacterium acnes

Aeromonas hydrophila

Flavobacterium meningosepticum

Mycobacterium gordonae

Proteus mirabilis

Alcaligenes faecalis

Fusobacterium nucleatum

Mycobacterium smegmatis

Providencia stuartii

Bacillus subtilis

Gardnerella vaginalis

Mycoplasma hominis

Pseudomonas aeruginosa

Bacteroides fragilis

Gemella haemolysans

Neisseria cinerea (3)

Salmonella minnesota

Branhamella catarrhalis (5)

Group A Streptococcus

Neisseria elongata (3)

Salmonella typhimurium

Candida albicans

Haemophilus ducreyi

Neisseria flava (5)

Staphylococcus aureus

Candida glabrata

Haemophilus influenzae

Neisseria flavescens (4)

Staphylococcus epidermidis

Candida tropicalis

Herpes Simplex Virus, type |

Neisseria gonorrhoeae

Streptococcus agalactiae

Chlamydia pneumoniae

Herpes Simplex Virus, type Il

Neisseria gonorrhoeae ss. kochii (5)

Streptococcus mitis

Chlamydia psittaci HIV-I Neisseria lactamica (7) Streptococcus mutans
Chlamydlia trachomatis ™" HPV type 16 Neisseria meningitidis (11) Streptococcus pneumoniae
Citrobacter freundii HPV type 18 Neisseria mucosa (5) Streptomyces griseus
Clostridium perfringens Kingella kingae Neisseria perflava (8) Treponema pallidum
Corynebacterium renale Klebsiella pneumoniae Neisseria polysaccharea (2) Trichomonas vaginalis

Cryptococcus neoformans

Lactobacillus acidophilus

Neisseria sicca (5)

Ureaplasma urealyticum

Cytomegalovirus

Lactobacillus brevis

Neisseria subflava (16)

Veillonella parvula

Edwardsiella tarda

Lactobacillus jensenii

Neisseria weaverii (3)

Vibrio parahaemolyticus

Enterobacter cloacae

Listeria monocytogenes

Peptostreptococcus anaerobius

Yersinia enterocolitica

*** KyTinreHgen oH HaTwxe Gepai.
(n) = cblHanfaH WTamMmaapablH CaHbl.
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12-kecTe: BD ProbeTec ET CT Assay (Tangaynapsbl) yLWiH Kegepri xkacauTbIH 3aTTap

Vaginal lubricants

Hemorrhoidal cream

Antiviral cream

Nonoxinol-9 containing products

Interpretation Swab Urine

No Interference Observed Blood 5% Mucus
Seminal fluid Seminal fluid
Mucus Albumin
Common vaginosis ointments and creams Glucose

Acidic urine (pH 4)
Alkaline urine (pH 8)
Amoxicillin
Metronidazole
Tetracycline
Cefotaxime
Sulfamethoxazole
Trimethoprim
Erythromycin
Acetamidophen
Acetylsalicylic
Beta-naphthalene acetic acid
Ethinyl-estradiol
Norethindrone

May cause false negative results’ Leukocytes Leukocytes
Blood > 5% Blood
Serum

Feminine deodorant sprays
Bilirubin

Talcum powder
Phenazopyridine

1 KywenTyai 6akbinayabl naiaanaxraHaa, 6yn 3attap aHblKTanManTbiH HOTUXenepre akenyi Ae MyMKiH.

13-kecTe: KoHcepBaHTbI 0K HecenTiH CT ywin UPP canbicTbipraHaarbl yinecimainik HoaTuxenepi, KyllenTyai 6akbinayMbiH

)X9He OHCbI3*

n PPA NPA Overall PA = Initial Neat = Final Neat
% PPA 95% CI % NPA 95% CI % PA 95% CI
CT 1182 97.8 94.8- 98.8 97.8— 98.6 97.7- na na
(218/223) 99.3 (947/959) 99.3 (1165/1182) 99.2
CT/AC | 1171 97.8 94.8— 98.8 97.9- 98.6 97.8- 0.2% 0.0%
(218/223) 99.3 (937/948) 99.4 (1155/1171) 99.2 (2/1183) (0/1183)

* yweiiTyai 6akbinaymeH ecentenreH koHcepBaHTbl ok HecenTin CT ywin UPP yiinecimainik HaTvkenepi COHFbl aHbIKTanManTbiH HaTvkenepai 6epeTiH

ynrinepai kamTbIMazbl.

14-kecte: UPT CT ywiHn UPP canbicTbipraHgarbl yunecimainik HaTumxenepi, Kyluentyai 6akbiniayMblH XX9He OHCbI3*

n PPA NPA Overall PA = Initial UPT = Final UPT
%PPA | 95%Cl % NPA 95% Cl % PA 95% Cl
cT 1182 97.3 94.2— 98.6 97.7- 98.4 97.5- na na
(217/223) 99.0 (946/959) 99.3 (1163/1182) 99.0
CT/IAC 1164 97.3 94.2— 98.7 97.8- 98.4 97.6- 0.8% 0.8%
(217/223) | 99.01 (929/941) 99.3 (1146/1164) 99.1 (10/1183) (10/1183)

* ywewnTyai 6akeinaymen ecentenreH UPT CT ywin UPP yiinecimainik HaTuxxenepi CoHfbl aHbIKTanMamnTbiH HaTkenepai 6epeTiH ynrinepai kamTeiMagbl.
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vitro / Uréené iba na diagnostiku in vitro / Samo za procenu ucinka u in vitro dijagnostici / Endast for utvardering av diagnostisk anvandning in vitro / Yalnizca IVD
Performans degerlendirmesi igin / Tinbku Ans ouiHoBaHHA SKOCTi giarHocTuky in vitro / (LR VD #REPES

For US: “For Investigational Use Only”
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