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LABORATORIES

RevoDx Habip ona BusiBrieHHA
IH(peKUin, Wo nepeaaroTbCA
ctatesum wnaxom INMNCLLU-13

RevoDx STI-18 Pathogen Detection Kit

IHCTPYKLUIA 3 BUKOPUCTaHHA

AkicHe BuaBneHHa AHK OHK 36yaHukiB iHdeKUin, Wo nepepaoTbeA
ctateBum wnsaxom (IMCLL)
IOnsa piarHOCTUKMU in vitro
Tinbkn ana npodecitHOro BUKOPUCTaHHA

KaTanoxHi Homepwu:
IP202515-24 — 24 TecTn
IP202515-48 — 48 TecTiB

CE€ ivp




Cknap Habopy

KomMnoHeHT 24 TecTH 48 TecTiB
1 [STI-18 MM 1 336mkn 672MKn
2 |STI-18 MM 2 336mKn 672MKn
3 |STI-18 MM 3 336mKn 672MKN
4 [STI-18 MM 4 336mKkn 672MKN
5 |STI-18 MM 5 336mKkn 672MKnN
6 |STI-18 MM 6 336mKn 672MKN
7 __|STI-18 Enzyme Mix 144mkn 288mKnN
[MO3UTMBHUI KOHTPOMbHUI 3pa3ok
8 |sTI-18 Positive Control 200mkn | 400mKn
HeraTnBHWI KOHTPOMbHWI 3pa3oK
9 STI-18 Negative Control 200mkn 400mkn

TpaHcnopTyBaHHS, 36epiraHHA Ta cTabinbHICTL

Habopu MoxHa TpaHcnopTyBaTu npu Temnepatypi Big +2°C po +8°C. licna oTpumaHHs, BCi kKoMnoHeHTU Habopy RevoDx STI-18
Pathogen Detection Kit cnig 36epiratu npu Temnepatypi Big -25°C go -15°C. Cnig yHukatn 36epiraHHs npu Ginbll BMCOKMX
Temnepartypax. 3a yMoB HanexHoro 30epiraHHs BCi KOMMOHEHTM Habopy 3anuwarlTbCsi CTabinbHVMW OO0 3akiHYeHHS TepMiHy
NpuAATHOCTI, BKa3aHoro Ha eTtukeTui npoaykTy. Pearentn STI- 18 MM He MOXxHa 3amMOpoXyBaTu Ta po3MOpoXyBaTu GinbLue 3 pasis,
ue MoXe Mpu3BeCcTM [0  3HWXKEHHs  JyTnueocTi  Habopy. [lpu  HeobxigHOCTi  306inNbLUEHHS  KIMbKOCTI  LMKNIiB
3aMOpPOXyBaHHA-PO3MOPOXKYBaHHS, PO3AiNiTb HAbip Ha Kinbka anikeBoT 3pyyHoro o6’emy Ta 36epirante npu Temnepartypi Big -25°C go
-15°C.

MepenbavyeHe BUKOPUCTAHHA

RevoDx STI-18 Pathogen Detection Kit — ue IMNP-TecT y peanbHOMy Yaci, TpuaHaYeHuin Ans sKiCHOro BUSIBMEHHS Ta AndepeHuiauii
HYKMETHOBMX KNCMNOT crneundiyHnx bakTepianbHuX, BipyCHUX, NPOTO30MHMX Ta rpMOKOBMX NaToOreHiB y 3paskax cevi, yporeHitanbHux Ta
LepBikanbHUX 3MMBaXx y NauieHTiB, WO MaloTb Ta He MalTb CUMMTOMMU.

Mo3nTuNBHI pe3dynbTaTv He BUKIIOYAOTb KOIH(eKUil 3 iHWuMK natoreHamu. Buasnenuin 36yaHMk moxe He ByTy OCTaTo4yHO

NPUYMHOIO 3aXBOPIOBAHHSA. HeraTvBHi pesynbTraTv He BUKINOYaloThb iHIKyBaHHS | HE MOBUMHHI BUKOPUCTOBYBaTUCA K €4MHa OCHOBa Ans
NPUNHATTA pilleHb Npo NiKyBaHHA nauieHTa. HeratusHi pe3ynbratv HeO6XigHO NOEAHYBaTK 3 KNIHIYHUMW CMNOCTEPEXEHHAMU, iICTOpPIED
3axXBOPIOBaHHsA Ta enigemionoriyHoto iHpopmauieto. Habip RevoDx STI-18 Pathogen Detection Kit npuaHaveHnin ans npodecinHoro
BMKOPUCTaHHS KBanicikoBaHMm nabopaTtopH1M nepcoHarnom, Lo NponwoB HaB4aHHA meTogam MNJ1P y peanbHOMYy 4aci Ta npoueaypam
Ons [iarHoCTUKK in vitro.

Habip RevoDx STI-18 Pathoien Detection Kit ioasonﬂe BUSIB/IEHHS HaCTiI'IHVIX NaToreHis:

e Neisseria Gonorrhoeae
e  Chlamydia Trachomatis

e  Mycoplasma Genitalium
e  Mycoplasma Hominis

e  Ureaplasma Urealyticum
e  Ureaplasma Parvum

e  Treponema Pallidum

e  Gardnerella Vaginalis

e  Haemophilus Ducreyi

° Streitococcus aialactiae

e Bipyc npocTtoro repnecy tun 1 (HSV1)

Bliic niocmro reineci T™Mn 2 iHSVZi

Candida albicans
Candida glabrata
Candida parapsilosis
Candida krusei

e Candida tropicalis
| e Trichomonas Vaginalis |
OOMeXxeHHSA Woao BUKOPUCTAHHA Habopy
e  BukopucToByBaTV NnULLE 3a MPU3HAYEHHSIM.
e Habip npusHayeHu ans giarHocTukm in vitro.

e [loTeHuinHi MyTauii B UiNbOBMX 06MacTsx reHoOMy MaToreHiB, LIO 3anydveHi y peakuii, MOXyTb MNpu3BECTUM [0
XWOHOHEraTUBHUX pesynsTaTiB TECTY.
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e Habip npusHayeHun onA TeCTyBaHHS 3paskiB Cedi, ypOreHiTanbHMX Ta LepBikanbHUX 3MUBIB. BUKOPUCTaHHS iHLWMX
TUNIB 3pas3kiB MOXe NPU3BECTN A0 XMOHMX pesynbraris.

e |HribiTopwm MNJIP B entoatax MOXyTb NPU3BECTU A0 XMBHOHEraTuBHNX abo HeBanigHWX pesyneTaTiB TEeCTy.

e [Ina oTpyMaHHSA JOCTOBIPHUX pesynbraTiB HeoOXiAHO AOTPUMYBATUChL NPaBUMBLHUX METOAIB 360pY, TPaHCMOPTYBaHHS,
36epiraHHs Ta 06poOKK 3paskiB.

e Habip npusHadyeHun ans npodpeciMHOro BUKOPUCTAHHSA KBanigikoBaHMM NepcoHanioM, Lo MNPOMLIOB BignoBigHe
HaBYaHHs.

e [loTpumyWTecs iHCTPYKUi 3 BUKOPUCTaHHS 40 HabopiB AN OTpMMaHHs onTumanbHux pesynerartis MJ1P.

e He BukopuctoByiTe Habip micns 3akiHYeHHS TepMmiHy npuagaTtHocTi. KOMNOHeHTN Habopy 3 pi3HUX Cepin He MOXHa
3miwyBaru.

Onuc npoaykrty

MynetunnekcHa MNJ1P y peanbHOMy Yaci 403BONsiE 0gHOYACHO BUSABNATM Garato TUNiB MikpoopraHiami. [pn Ubomy 4yTnMBICTb Ta
crneuundivHiCTb MeToay BUCOKa, a Yac AeTeKLil KOPOTKMI. Takum YMHOM Len TUN aHanidy € KOPUCHUM ANS BUABNEHHS PaHHiX
rocnitanbHUX iHEKLNn.

RevoDx STI-11 — wue [NIP-aHania Ha ocHoBi TagMan-TexHonorii, sika nepenbayae BUKOPWUCTaAHHA CreuianbHOro 30HAY 3
dnyopecuUeHTHO MITKOI Ha 5'-KiHUi i monekynoto racHuka Ha 3'-kiHui. [Mig vyac pennikauii AHK y xoai MNJ1P, miveHun dpnyopecueHTHUM
GapBHMKOM 30HA ribpuansyetbes 3 [JHK-matpuueto i pyrHyetbcs 5'-3' eHpooHykneasHot aktusHicTio [OHK-nonimepasn Thermus
aquaticus (Taq) B mipy nogoexeHHs npavimepa [MINP. 3oHa po3lienntoeTbes nuwe ToAi, konu BiabyBaeTbesa pennikauis AHK, npu yomy
BiAbyBaeTbCA po3aineHHs Monekynu nyopecueHTHOro 6apeHMKa Ta MONEKynNn racHuka.

YT1BOpeHi npogyktu MNJIP MoXHa BUSBUTM NPOTATOM KiflbKOX XBWUIWH 3aBASKN MiABULLEHHIO PiBHSA chriyopecueHLii, ake BigbyBaeTbes
€KCMOHEeHLjianbHO 3 KOXHUM HacTynHUM Lmknom amnnidikauii y xogi MINP. Napametp Ct (noporoBuin Umkn) — Le HoMep LKy
amnnidpikauii, npy skomy dryopecLeHLis peakuinHoi Cymilli nepesuLlye ikcoBaHe NOPOroBe 3Ha4YEHHS.

MeTopn BukoHyeTbCst 6Ge3nocepenHbo Ha OHK, Buainenin i3 3paskie nauieHta. Bussnenna OHK 36yaHukis INCLL 3gincHioeTbes 3a
A0MOMOroto 6 pisHMX peakuin, B kMx ogHodYacHo BusaensaeTocsa PHKasa P ntognHu B SKOCTi BHYTPILLHBOrO KOHTPOMO, KU

KOHTPOSOE BUAINEHHS Ta aMnidikauito MiLLeHi.

Y HacTynHin Tabnuui HaBegeHo neieniK NaToreHiB-MilleHen i 6 iiame ieaKiiVlex ni06ii|<ax:

Chlamydia Trachomatis FAM

Neisseria Gonorrhoeae HEX

STI-18 MM 1 Mycoplasma Hominis ROX
BHyTpiLlWHI KOHTPONb Cy5

Trichomonas Vaginalis FAM

Mycoplasma Genitalium HEX

STI-18 MM 2 Ureaplasma Parvum ROX
BHyTpiLWHIV KOHTPONb Cy5

Treponema Pallidum FAM

Candida albicans HEX

STI-18 MM 3 Ureaplasma Urealyticum ROX
BHYTPILLHIN KOHTPONb Cy5

Haemophilus Ducreyi FAM

Gardnerella Vaginalis HEX

STI-18 MM 4 Bipyc npocmoezo 2epnecy 2 (HSV2) ROX
BHyTpILLHii KOHTPONb Cy 5

Candida glabrata FAM

Streptococcus agalactiae HEX

STI-18 MM 5 Bipyc npocmoeo eepnecy mun 1 (HSV1) ROX
BHYTpILLHI KOHTPONb Cy 5

Candida parapsilosis FAM

Candida krusei HEX

STI-18 MM 6 Candida tropicalis ROX
BHYTpIiLWHIV KOHTPONb Cy 5

Mpunagu

Habip RevoDx STI-18 Pathogen Detection Kit moxxHa BrkopucToByBatu i3 amnnidpikatopamu ans MNP y peansHomy yaci BIO-RAD
CFX96, Tianlong Gentier 96, Applied Biosystems QuantStudio5, a Takox npunagamu JHK-texHonorii cepii AT (DT-prime, DT-lite). Ane
RevoDx STI-18 Pathogen Detection Kit Takox Moxe 6yTn cymicHum 3 BinbLuicTio amnnidikatopis ans MNJP y peansHoMy Yaci 3
BiANOBIAHUMM KaHaNamu.

3aranbHuin onuc

IHdekuii, wo nepegatoTbca ctateBum wnaxom (IMCLU), € ocHoBHOW npuynHolo 6e3nnigas, TpyBanoi iHBaniAHOCTI, NO3amaTKOBOI
BariTHOCTI Ta nepegdacHux nonoris. INMCLU nigBuLLyOTb PM3NK PO3BUTKY paky CTaTeBMX OPraHiB i € BaXXKMM MEAMYHUM, colianbHUM Ta
€KOHOMIYHUM siBMLLEM AN 6araTbox nogen y BCboMy CBiTi (1).
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INCLU moxyTe ByTn BuknNuKaHi pisHMMu 30ygHuKamu, cepepn sakmx HakTepii, Bipycu, rpubu Ta HannpocTiwi. 3aTpMMKa 3 MOCTaHOBKOK
JiarHo3a € ogHMM i3 hakTopiB, L0 yCknaaHe 60poTbOy 3 UMK 3axBoptoBaHHAMK. BaraTto ntogen 3 INCLU He matoTb XXOQHUX 03HAK YK
cuMmnTomiB. JlloguMHa MOXe nodyBaTUCA 300POBOLO | He 3HaTH, wo mae INMCLU. €gmHnin cnocib aisHaTucs Npo HasiBHICTb TakMX NATOreHiB
— Lie TecTyBaHHs (2).

Crparterii, cnpsiMoBaHi Ha pPO3LIMPEHHS CKPUHIHIY Ta TecTyBaHHs Ha IMCLU cepen HaceneHHs, MoxyTb gonomorTtu nogam 3 IMCLU
OTpUMaTK NiKyBaHHSA, NOKPaLYMTK CTaH iIXHLOro 300POB'A Ta 3MEHLLNTM NMOBIPHICTb nowwmnpeHnHs IMNCLU cepep iHWKx nogen. JlikyBaHHS
INCL, BigmiHHKMX Big BIJ1, moxe gonomortu 3anobirtu ycknagHeHHsam Big INCLU, ane He 3anobirae nowwvpexHto BIJT (3).

BukopucTaHi pxxepena:

1. Warr, A. J., Pintye, J., Kinuthia, J., Drake, A. L., Unger, J. A., Mcclelland, R. S., et al. (2019). Sexually transmitted infections during pregnancy
and subsequent risk of stillbirth and infant mortallty in Kenya: a prospective study. Sex. Transm Infect. 95, 60—66. doi: 10.1136/sextrans-2018- 053597
2. Scapaticci M, Rin G Da, Bartolini A (2020) Comparison between a novel molecular tool and conventional methods for diagnostic classification
of bacterial vaginosis: is integration of the two approaches necessary for a better evaluation? New Microbiol 43: 121-126.

3. Centers for Disease Control and Prevention. (2019). STDs and HIV — CDC Fact Sheet. Retrieved from
https://www.cdc.gov/std/hiv/stdfact-std-hiv.htm

IHcpopmauin woao 6esnekn
e  KniHiuHi 3pasku cnig po3rnsaaTy ik NOTEHUIMHO iHGeKUilHi; 3 HUMK cnig npautoBaTh B 30Hi 6iobeanekn 1-ro abo 2-ro
piBHS, 3anexHo Big, 30yaHVKa iHdeKL;l.
e Yci oTpumaHi Bigxoau cnig BBaXaTu NOTEHLIAHO iHGheKUiHUMK. 3 HUMK crnig NOBOAMTUCH Ta yTWUMi3yBaTh BigNoBiaHO

40 MicLeBMX nNpasmn 6e3neku.

YHukanTe Byab-aKOoro KOHTakTy LWKipK 3 peareHTamy Habopy. Y BUNaaKy KOHTaKTy peTernbHO NPOMUTY BOAOHO.

YHukanTe po3bprsKkyBaHHA Ta yTBOPEHHSA aepo3oniB.

Micns po6oTK i3 KMiHIYHMMKW 3paskamu Ta peareHTamy HeobXigAHO MUTK PYKK.

IHdbopmaLito CTOCOBHO XiMiYHOro cknagy Tta 6esneyHocTi peareHTiB Towo (MSDS information) moxHa oTpumaTyu Big

BMPOOHMKa Y1 NOro npeacTaBHMKa 3a 3anMToM.

Mpwu poboTi B nabopatopii BukopncToByBaTh 3acobM iHAMBIQYaNbHOIO 3aXMUCTY.

Ha nouatky Ta BKiHUi po6oTu aesiHdikynTe yci poboyi NoBepxHi 3He3apaxyBanbHUMN PO34YMHAMMU.

lMepekoHanTech WO yci po3xiaHi maTepianu matTb MapkyBaHHA DNase/RNase-free.

MoBoakTecs 3 ycima maTtepianamu BignoBiAHO A0 npaBwun poboTu B nabopaTopisix, Lo NpPOBOAATL AOCHIAKEHHS

MOMEKYNSAPHO-reHETUYHUMIN MeTogamu, LWo6 3anobirti nepexpecHin KoHTamiHaLi.

BukopucToBynTe Tinbky nosipeHi/kanibpoBaHi 403aTOpK Ta HAKOHEYHVKM 3 aepO30MbHUM (PiNsTPOM.

36epirante Habip nogani Big mxepen 3abpyaHEHHS HYKMEIHOBMMM KMCNoTamu, ocobrnmeo npoayktamu amnnidikadii.

e YCi maHinynsuii BapTo npoBoauMTu B okpemmx 3oHax (ekctpakuia OHK/PHK, npurotyBaHHs peakuiiHux cymilien,
amnnicpikauis).

e Yce obnagHaHHSA Ta BUTPaTHI Matepianu Ans KOHKPETHOI onepadii NOBUHHI 3HAXOAMTUCS B 30Hi, e BUKOHYETLCS LS
onepauisi, i He NOBMHHI NepeMiaTncs M pisHMMK 30HaMK. PykaBu4dku crnig 3miHoBaTH Npy nepexoni y KOXHY 30HY.
JlabopaTopHi xanaTi NOBUHHI ByTW OKPEMMMM ANS KOXKHOI 30HM i IX HE MOXXHa HOCUTU 3a MeXaMW LiEi 30HM.

e PoBOTM MNOBWHHI BWMKOHYBaTUCb B OQHOMY HanpsMKy, noduHakoudm i3 3oHM ekctpakuii AHK/PHK i 3akiHuytoun
BiQNOBIAHMMMW 30HaMV BUKOPUCTAHHS.

XapakTepuctuku Habopy

AHaniTuyHa 4yyTnUBICTb:

Ons BusHayeHHa mexi BuaBneHHs (Limit of Detection, LoD) 6yna nigrotoBneHa cepis po3BefdeHb KOXHOro 30ygHvka Ans OTpMMaHHSA
KiHLEBUX KOHUeHTpauin 2430, 810, 270, 90 i 30 KYO/mn a6o MO/mn, abo konin/mn WAsSiXOM pO3BEAEHHS 3paskiB cevi, BigidpaHux y
HeraTMBHUX OO naTtoreHiB ocib gns imitTauii kniHiyHMx 3paskiB. [HK 30ygHuka ounwanu 3a gonomoroto Habopy RevoDx Pathogen
DNA/RNA Purification Kit. KoxHe po3segeHHs TecTyBanu B 24 NOBTOPEHHSIX. 3Ha4yeHHs Mexi BusiBneHHst (LoD) pospaxoByBanu 3a
ponomorot npobiT-aHanidy. Mexa BusBneHHs (LoD) craHosuna 200 KYO/mn, ue 3HaveHHs LoD 6yno nigTBepaxeHO TecTyBaHHAM
popatkoBux 20 noetopiB 3 po3seaeHHsM 200 KYO/mn abo MO/mn, a6o koni/mn. Bei 20 noBTOpiB fanu NO3UTMBHI pesynstatu Ans
KOXXHOI MiLLEHi, i, TakuM YmHoM, Byno nigTeepaxeHo, wo LoD craHoBuTb 200 KYO/Mn abo MO/mMn, abo konin/mn.

IHKNIO3UBHICTD:

AHani3 iHkM3uBHOCTI in silico npanmepis Ta 30HAiIB RevoDx STI-18 Pathogen Detection Kit 6yB npoBegeHuii Anst NocnigoBHOCTEN
KOXXHOrO 30yaHMKa, JOCTYnHMX y 6a3ax gaHnx NCBI. Pe3aynsrati nokasyoTb, WO HYKNeoTUAHI AiNsHKK, Ski po3ni3HaoTbes
po3pobneHumn nparimepamm Ta 3oHaamu, maoTe 100% romonorito 3 BciMa AOCTYNHMMM NOCTiAOBHOCTSIMU NaToreHis 3 6a3
AaHux/6aHkiB gaHnx HauioHaneHoro LeHTpy GiotexHonoriyHoi iHdopmauii (NCBI).

MepexpecHa peakTUBHICTb:

MepexpecHa peakTuBHiCTb Habopy Ansa BusereHHs 36yaHukie INCLU RevoDx STI-18 6yna ouiHeHa sk 3a gornomoroto aHaniay in silico,
Tak i 3a gonomoroto TectyBaHHA Metogom [MIP. AHani3 in silico npanmepis i 3oHaiB RevoDx STI-18 Pathogen Detection Kit npotu
nocnigoBHocTel 28 naTtoreHiB nokasas, Lo Habip € cneumdiyHMM 0O KOHKPETHUX MilleHEeW i He Oae nepexpecHoi peakuii 3 Lumu
natoreHamu. lNepepaxoBaHi Hwk4ye 28 36ygHukiB Gynu npoTecToBaHi Ha NepexpecHy peakTuBHiCTb metogom [1JIP 3a gonomoroto
Habopy RevoDx STI-18 Pathogen Detection Kit. XnbHONO3MTUBHUX pe3ynbTaTiB HE BUSIBINEHO.

Hwxuye HaBegdeHi pe3ynstaT AOCHiIAXEHHS NepexpecHOi peakTUBHOCTI, K in silico, Tak i meTogom MNP,
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AHani3 nepexpecHoi peakTMBHOCTI in silico

OpraHism

Pe3ynbraTt

Pseudomonas aeruginosa

Hemae romonorii

Klebsiella pneumonia

Hemae romonorii

Enterobacter cloacae

Hemae romonorii

Acinetobacter baumannii

Hemae romonorii

Stenotrophomonas maltophilia

Hemae romonorii

Staphyloccocus aureus

Hemae romonorii

Enterococcus faecalis

Hemae romonorii

Enterococcus faecium

Hemae romonorii

Bacillus subtilis

Hemae romonorii

Chlamydia pneumoniae

Hemae romonorii

Legionella pneumophila

Hemae romonorii

Streptococcus salivarius

Hemae romonorii

Streptococcus pyogenes

Hemae romonorii

Bordetella pertussis

Hemae romonorii

Mycoplasma pneumoniae

Hemae romonorii

Pneumocystis jirovecii (PJP)

Hemae romonorii

Enterococcus dispar

Hemae romonorii

Proteus spp.

Hemae romonorii

Saccharomyces cerevisiae

Hemae romonorii

Schizosaccharomyces pombe

Hemae romonorii

Aspergillus niger

Hemae romonorii

Salmonella spp.

Hemae romonorii

Serratia marcescens

Hemae romonorii

Bipyc naparpuny 1-4

Hemae romonorii

Bipyc rpuny A 1a B

Hemae romonorii

PecnipaTopHO-CUHUNTIaNbEHUIN BipyC

Hemae romonorii

ApeHosipyc (Hanp. C1 Ad. 71)

Hemae romonorii

MetanHesmosipyc noanHu (hMPV)

Hemae romonorii

AHani3 nepexpecHoi peakTuBHocTi metogom MNP

OpraHism

Dxepeno

KoHueHTpauisa Pesynbrar

Pseudomonas aeruginosa

KniHiYHWIM 3pas3ok

He npusHayeHa ognH1USA BUMIpY He BusBneHo

Klebsiella pneumonia

KniHiYHWM 3pa3ok

He NpusHayeHa oguHMUsA BUMIpY He BusBneHo

Enterobacter cloacae

KniHiYHWI1 3pa3ok

He Npu3HaYeHa oauvHULA BUMIPY He BusBneHo

| Acinetobacter baumannii

KniHiYHWIM 3pa3ok

He npusHayeHa oguH1USA BUMIpY He BusBneHo

Stenotrophomonas maltophilia

KniHiYHWMIN 3pa3ok

He NpuU3HaYeHa OAMHULSA BUMIDY He BusiBneHo

Staphyloccocus aureus

KniHiYHMIN 3pa3ok

He Npu3HaYeHa OAMHULSA BUMIDY He BusiBneHo

Enterococcus faecalis

KniHiyHWn 3pa3ok

He Npu3HayYeHa oguHMLUSA BUMIpY He BusiBneHo

Enterococcus faecium

KniHiyHMn 3pa3ok

He npusHayYeHa oguHMLUSA BUMIpY He BusiBneHo

Chlamydia pneumoniae

KniHiYHMIN 3pa3ok

He Npu3HaYeHa OAMHULSA BUMIDY He BusiBneHo

Legionella pneumophila

KniHiYHMIM 3pa3ok

He Npu3HayYeHa oguHULUSA BUMIDY He BusiBneHo

Streptococcus pyogenes

KniHiYHWIM 3pa3ok

He npusHayeHa oguHMUSA BUMIpY He BusBneHo

Bordetella pertussis

KniHiYHMIM 3pa3ok

He NpusHayeHa oguH1Usa BUMIpY He BusiBneHo

Mycoplasma pneumoniae

KniHiYHMIN 3pa3ok

He rnpusHayYyeHa ognHuua BVIMipy He BusBneHo

Pneumocystis jirovecii (PJP)

KniHiYHMIN 3pa3ok

He npusHayeHa oguHMUs BUMIpY He BusiBNeHo

Enterococcus dispar

KniHiYHMIN 3pa3ok

He Npu3HaYeHa OAMHULISA BUMIDY He BusiBnexHo

Aspergillus niger

KniHiYHWIn 3pa3ok

He NpusHavyeHa ognHULSA BUMIpY He BusBneHo

KopoHaBipyc noanHu (229E) NIBSC (kaTt. Ne: 09/132) He Npu3HaYeHa OAMHULSA BUMIDY He BusiBneHo
ALEHOBIPYC NOANHU NIBSC (kaTt. No: 16/324) 2.0x10 MO/mn® He BusisneHo
Bipyc rpuny (A/Christchurch/1/2003, H1N1) NIBSC (kaT. Ne: 07/296) He Npu3HayYeHa oguHULUSA BUMIpY He BusBneHo
Bipyc rpuny (A/Wyoming/3/2003, H3N2) NIBSC (kaTt. Ne: 07/298) He Npu3HaYeHa OAMHULSA BUMIpY He BusasneHo
Bipyc rpuny (B/Jiangsu/10/2003) NIBSC (kaT. Ne: 07/300) He Npu3HayYeHa ognHMUS BUMIpY He BusBneHo
Bipyc imyHopediunTy noguun 1 (BIN-1) NIBSC (kat. No: 16/194) 1.25x10 MO/mn® He BuaBneHo
Bipyc imyHogediumty nrogmHm 2 (BIJ1-2) NIBSC (kat. No: 16/296) 2,8x10 MO/mr® He BusiBneHo
PecnipatopHo-cuHuuTiansHui sipyc noavdn A2 | NIBSC (kaTt. Ne: 08/120) He Npu3HaYeHa OAMHULIA BUMIDY He BusiBnexHo
Bipyc naparpuny tvny 1 NIBSC (kat. Ne: 08/176) He NpusHa4yeHa ognHNLSA BUMIpY He BusBneHo
Bipyc naparpuny tuny 2 NIBSC (kaTt. No: 08/178) He Npu3HaYeHa OAMHULSA BUMIDY He BusisnexHo
Bipyc naparpuny tuny 3 NIBSC (kaT. Ne: 08/118) He Npu3HayYeHa oguHUUSA BUMIDY He BugasneHo
Bipyc naparpuny tuny 4 NIBSC (kaT. Ne: 08/180) He Npu3HayYeHa oguHUUS BUMIpY He BusBneHo

MopiBHANLHI KNiHI4YHI BUNPOOYyBaHHA:
EdektnBHicTb poboTn Habopy ansa BuseneHHA 36yaHukie INCLLU RevoDx STI-18 ouiHoBany 3a AONOMOrOK apxiBHMX 3paskiB cedi,
yporeHiTanbHnx MaskiB abo MaskiB 3 LWuiku Matki. [Ona koxHoro 30ygHuka Oyno npoTtecTtoBaHo 3aranom 20 no3utmBhHux i 20
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HeraTMBHUX 3paskiB y paHAOMi30BaHOMY criinomy gocnigxeHHi. Bei 20 noantmeHux 3paskie i 20 HeraTMBHUX 3paskiB Oynu oTpumaHi 3
nabopatopii AepkaBHOI NikapHi i nNonepegHbLO MPOTECTOBaHI 3a [OMOMOrol BanigoBaHOrO MOPIBHANbLHOMO aHanidy. 3pasku Oynu
BugineHi 3a gonomorow Habopy RevoDx DNA Purification Kit from Bacteria BignosigHO o iHCTpykuii. MoTiM npoBogunu aHanis
metogom [JIP 3a ponomoroto Habopy RevoDx STI-18 Pathogen Detection Kit BignoBigHO [o iHCTpyKuii 3 ekcnnyartadii. [Ons
amnnicpikauii, feTekTyBaHHA Ta aHanidy BukopucTtoByBanu MJIP-amnnidikatop BIO-RAD CFX96.

3a pesynsratamu TectyBaHHs oTpumanu 100% 306ir 3 ovikyBaHVMKM pesynsratamu.

DopatkoBi MaTepianu Ta obnagHaHHA
e Habip RevoDx Pathogen DNA/RNA Purification Kit (Cat. Ne: IP202302; IdilBiotech, TypeuyunHa) abo RevoDx
Magnetic Pathogen DNA/RNA Purification Kit (Cat. Ne: IP202303; IdilBiotech, TypeyunHa) abo peareHT DirEXT
OneStep (Cat. Ne: IP202319; IdilBiotech, TypeuunHa)
Awmnnidikatop ana MNJ1P y pexumi peansHoro yacy
BignosigHi 3acobu iHaMBIQyanbHOro 3axuCTy (xanart, pyKaBuUYKu, OKynspu)
MikponineTtku (0.5 mkn — 1000 mkn)
HakoHe4Hukn ons gosatopis 3 aepo3onbHUM instpom Ta MapkyBaHHaM DNase/RNase-free
Mikponpo6ipku 1,5 mn 3 mapkyBaHHam DNase/RNase-free
BuxpoBuii amiyBay (BOpPTEKC)
HacrTinbHa mikpoueHTpudyra ans MNJ1P-nnaHweTis/cTpun-npobipok
HacrTinbHa mikpoueHTpudyra ans npobipok o6'emom 1,5-2,0 mn
Mpobipkn abo nnaHwetn ansa MJIP y peanbHomy vaci.

MigroroBkKa 3pa3kiB

Habip BanigoBaHui AN BMKOPUCTaHHA 3i 3paskamu Cedi, yporeHitanbHMMu Maskamu abo Maskamu 3 Wnikn MaTku. KniHigHi 3pasku
cnig po3rnsaaaTy Sk NOTEHUINHO iHdbekUiviHi; nig yac 3abopy Ta 06pobkm 3paskiB HeobXiAHO AOTPMMYBaTUCE 3anobiXKHUX 3axogiB.
KniHiunctn (a Takox denbawepn, meacecTpu, nikapi Ta cneuianictv, NoB’si3aHi 3 MeAMUMHOK) HecyTb BiAnoOBiganbHICTb 3a
BMKOPUCTaHHS NpaBwWMbHOI Npouedypu nig vac 36opy Ta 6e3neyHoOro TpaHCMOPTYBaHHsI 3paskiB Ao nabopatopii. [JoCToBipHICTb
pesyneTaTiB TECTYBaHHSA 3HAYHOK MIpOK 3aneXuTb Bif HANeXHoi NPaKTUKU Ha NpeaHaniTUMHOMY eTani, WO Takox nepenbdayae To4HeE i
NOBHE JOKYMEHTYBaHHSI.

Micna 36opy He 306epiranTe 3paskvM Npu KiMHATHIA TemnepaTtypi goswe 4 roguH. TpaHCMNOPTYBaHHS 3paskiB MOBWMHHO BiAMOBIiAATH
HauioHanbH1UM abo MicLeBMM npaBuam.

MpoTtokon

BupinenHa OHK: [Ona swuginenHs [OHK 306ygHuka i3 3paskiB cedi, yporeHitanbHuMX MaskiB abo MaskiB 3 LUMIKM MaTku cnig
BuKopucToByBaTtn Habip RevoDx Pathogen DNA/RNA Purification Kit abo RevoDx Magnetic Pathogen DNA/RNA Purification Kit, abo
peareHT DIrEXT OneStep Pathogen DNA/RNA Extraction Reagent. BukopucTaHHs iHWNX peareHTiB MOXe HeraTMBHO BNIVHYTU Ha
xapakTepuctuku Habopy. Byap nacka, 4OTpMMyWTECh IHCTPYKUi BUpoOHUKa obpaHoro Habopy ansa BuaineHHs HK. B igeani onepauii
NMOBUHHI NPOBOANTUCS B TPbOX OKpeMux 3oHax (ans suainenHs OHK/PHK, npurotyBaHHs pearenTiB gna MNP, amnnidikauii), wob
3anobirTn KoHTamiHaLi.

BHyTpiWHiN KOHTpONnb: BHyTpiwHin koHTporb (BK), milweHHto sikoro € PHKasa P nroguHu, notpideH Ans niaTBepAXXeHHS NoTpansieHHs
BuaineHoi OHK y peakuiiHi npobipku. BHYTPILLHiA KOHTPOMNb BUKOPUCTOBYETBLCS ANst MOHITOPUHTY edeKTUBHOCTI eTany ekcTpakuii AHK,
a Takox Ans nepeipku Oyab-sikoro iHridysaHHs MI1P.

Mo3uTuBHUMIA KOHTPONb: 3HavyeHHs Ct MO3UTUBHOIO KOHTPOIIO Mae AOPiBHIOBATU 26 + 4, iHLWi 3HAYEHHS BKa3yloTb Ha HasIBHICTb
npobnem.

Mpotokon MNJIP

1. Po3mopo3sTe BCi KOMMOHEHTW MpWU KiMHaTHIN TemnepaTypi, kpim STI-18 Enzyme Mix. MNoknagite cymiw STI-18
Enzyme Mix Ha nig. PeTenbHoO nepemiwante KOXeH KOMMOHEHT, MNOTIM OCaAiTb Kpanni KOpOTKOYaCHUM
ueHTpudyrysaHHaM. MepeHeciTb yCi peareHTu Ha nig abo 0xonoaxyo4unin 6rok.

2. KiHueBun o6’em peakuiriHoi cymiwi (Master Mix) oTpUMY€ETbCA LUMAXOM MHOXEHHS OKPEeMMX peakuinHux ob’emis
STI-18 MM Ta STI-18 Enzyme Mix Ha 3aranbHy KinbkiCTb 3pa3skiB. [1py LbOMYy BPaxoBYHTbCA AOCHIMAXKYBaHI KNiHiYHi
3pa3kM Ta KOHTPOMbHi 3pasku. [ns yHUKHEHHS MOXMOOK NpW po3KanyBaHHi PEKOMEHOYETbCA BpaxoByBaTu
A0AaTKOBWUIA 3pa3ok Npu nigpaxyHKy 3aranbHoT KiNbKOCTi 3paskiB.

3. MigrotynTe wicte npobipok 1,5 mMn Ansa KOXHOI 3 peakuinHux cymiwen STI MM 1-6. [na npurotyBaHHSA KOXHOI
Manctep-cymiwi gogavite 14 mkn STI-18 MM i 1 mkn STI-18 Enzyme Mix Ang KOXHOro 3paska y nigrotoBaHi
npobipkun. licna npuroTyBaHHA MancTep-MikciB obepexHo nepemilat cymiw nineTyBaHHsM abo Ha BOpTeKCi Ta
ocaguTM  Kpanni KOpOTKOYacHUM UeHTpudyryBaHHAM. BHect no 15 MKN KOXHOI MpWUrotoBaHOi Cymilli Y
npobipkn/nnaHwet ansa MJIP. [ng KOXHOro KNniHiYHOro 3paska cnig BUKOPUCTOBYBATM 6 NTYHOK (3 Pi3HMMMK Cymillamm
1-6). lMicna BHeCEHHA MaCTep-MIKCIB y NyHKM goganTte no 5 mkn ekctparoBaHoi [HK y KoXHY nyHKy, Ik ToOKa3aHo Ha
MasoHKy HuK4ye. 3aKpuUTy KPULLKU YW 3aKNeiT NNaHLIEeT Ta 0CaanTy Kpanmi LeHTPUAYryBaHHsSIM.
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IHK/PHK

15 menm 15 mm
MM &

M 1 MM 2 MM 3 MM 4 MM 5

4. TloBTOpITb KPOK 3 ANnst KOXXKHOIO eKCTParoBaHOro 3paska, HeraTMBHOIO Ta NO3UTUBHOMO KOHTPOJHO.

MNOSUTHEHMI KOHTPOILHMI SpaBox HeraTMBHMI KOHTDONBHMI 3pasok
5 MEX : 5 ppn o 5 MEm . 3 MEX 5 MET 5 prg 5 MET 5 mma
5 mxx 5 MBI 5 mxa 5 MEI
. r v s . - ” v s u 5
[ B ] I .
— = == i e = L= = = == e =S = =3 e =l
I |
? VRVRVRVA ] /RVRI/AVA
LS \ & \
15 men 15 men 15 MET 15 mxn 15 MEN 15 yrn 15 men 15 men 15 MR 15 mxn 15 MED 15 amn
MM 1 MM 2 MM 3 MM & MM 5 MM & MM 1 MM 2 MM 3 MM 4 MM 5 MM &

B3anporpamyiite npunag ans amnnidikauii 3rigHo npoTokony, HaBegeHoro y Tabnuui 1. BkasaTtn 06’em 3paska 20 mkn.

5.
Tabnuusa 1: MNMporpama amnnidikawii
Has3Ba eTany Kinekicte Mporpama
uukKnis
AkTVBaLliA 1 95°C, 2 xB
nonimepasu

Amnnidpikauis 95°C, 10 cex
! 40 60°C, 20 cek

* OeTekuis donyopecueHuii npu 60°C 3a kaHanamu FAM, HEX, ROX 1a Cy 5

6. OG6paTtu BMMiptoBaHHS piBHS dpriyopecueHuii npm 60°C 3a kaHanamu FAM, HEX, ROX ta Cy 5.

7. BanyctuTu nporpamy.
8. T[porpamyBaHHA Npunagy Ta aHani3 pesynbsraTiB 34ilicHIoBaTK BigNoOBIAHO 4O iIHCTPYKLUiT BUpOOHMKA

AHani3 gaHux
3HaueHHa Ct gns nos3MTUBHOIO KOHTPOMK MOBWMHHO [OPiBHIOBaTM 2614, a HeraTMBHMI KOHTPOMb Y BCIX KaHamnax MoBMHEH OyTu

HeraTMBHUM. B iHLUOMy BUMaOKy eKCnepumMmeHT Cnig NOBTOPUTW.

+ +/- Mo3nTuBHUIA Ha cneundivHnA 36yaHNK
- + 36yAHMK HE BUSIBNEHO
HeBanigHui pesynesrar. 3pasok cnig noBTOpHO

) NpoTecTyBaT AJfs LbOro MancTep-Mikcy

lMpumimka: 3anexHo 8id npunady, Habip Mo)xe dasamu xubHoMo3umueHi pe3ynbmamu npu 3HavyeHHi Ct euuwje 35
05151 sU3HavyeHux MiweHel. BionoeioHo, pesynbmamu i3 Ct euwie 35 Moxxymb 6ymu npoiecHopoeaHi. [lpome He
pekomeHOyembcsi MoeHicmro eiOkudamu makul pe3ysibmam; cjli0 ouyiHroeamu U020 ¥y NO€OHaHHI 3 KNiHIYHUMU
cumnmomamu nayieHma ma iHwumu OdiazHocmuyYyHumu OaHumu. KoHcynbmauiss 3 KniHiYHUM Mikpob6iosocom
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mako) Mo)xe HaGamu UiHHY iHgbopmauiro.

[nsa KoXXHOro mamcTep-mikcy B HaCTinHiVl Tabnuui HaBe4eHO KaHanm 6aiBHVIKa 0115 BiANOBIQHOIO LiNbOBOro OpraHiaMy/uinboBoro reHa:

Chlamydia Trachomatis FAM

Neisseria Gonorrhoeae HEX

STI-18 MM 1 Mycoplasma Hominis ROX

BHYTPILLUHIN KOHTPOb Cy5

Trichomonas Vaginalis FAM

Mycoplasma Genitalium HEX

STI-18 MM 2 Ureaplasma Parvum ROX

BHYTPILLUHI KOHTPONb Cy 5

Treponema Pallidum FAM

Candida albicans HEX

STI-18 MM 3 Ureaplasma Urealyticum ROX

BHyTpiLLHil KOHTPONb Cy5

Haemophilus Ducreyi FAM

Gardnerella Vaginalis HEX

STI-18 MM 4 Bipyc npocmozo 2epnecy 2 (HSV?2) ROX

BHyTpILLHI KOHTPONb Cy 5

Candida glabrata FAM

Streptococcus agalactiae HEX

STI-18 MM 5 Bipyc npocmoeo 2epnecy mun 1 (HSV1) ROX

BHyTpIiLWHIV KOHTPONb Cy5

Candida parapsilosis FAM

Candida krusei HEX

STI-18 MM 6 Candida tropicalis ROX

BHYTPILLIHIN KOHTPONb Cy5

IHhopmauina ana 3aMoBNEHHSsA
HasBa npoaykrty ®PacyBaHHA | KatanoxHun Homep
RevoDx STI-18 Pathogen Detection Kit 24 Tectn 1P202515-24
RevoDx STI-18 Pathogen Detection Kit 48 TecTiB 1P202515-48
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	RevoDx Набір для виявлення інфекцій, що передаються статевим шляхом ІПСШ-18 
	RevoDx STI-18 Pathogen Detection Kit  
	Склад набору 
	Обмеження щодо використання набору 
	Набір  RevoDx STI-18 Pathogen Detection Kit можна використовувати із ампліфікаторами для ПЛР у реальному часі BIO-RAD CFX96, Tianlong Gentier 96, Applied Biosystems QuantStudio5, а також приладами ДНК-технології серії ДТ (DT-prime, DT-lite). Але RevoDx STI-18 Pathogen Detection Kit також може бути сумісним з більшістю ампліфікаторів для ПЛР у реальному часі з відповідними каналами. 
	 
	Аналіз інклюзивності in silico праймерів та зондів RevoDx STI-18 Pathogen Detection Kit був проведений для послідовностей кожного збудника, доступних у базах даних NCBI. Результати показують, що нуклеотидні ділянки, які розпізнаються розробленими праймерами та зондами, мають 100% гомологію з всіма доступними послідовностями патогенів з баз даних/банків даних Національного центру біотехнологічної інформації (NCBI). 
	Після збору не зберігайте зразки при кімнатній температурі довше 4 годин. Транспортування зразків повинно відповідати національним або місцевим правилам. 
	 
	Позитивний контроль: Значення Ct позитивного контролю має дорівнювати 26 ± 4, інші значення вказують на наявність проблем. 

