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BusaBneHHa PHK 5 30yaHuKiB
pecnipaToOpHUX

3axBOoploBaHb MeTOAOM
MJIP 3.0

RevoDx Respiratory-o version 3.0
Pathogen Detection Kit

IHCTPYKLUIA 3 BUKOPUCTAHHSA

AkicHe BuaBneHHa PHK 306yaHuUKIB pecnipaTopHMX 3aXBOpOBaHb
Ona BukopuctaHHA y AgiarHocTuui in vitro
Tinbkn ana npodecitHOro BUKOPMUCTaHHA

KaTtanoxHi Homepwu:
IP202508-50 — 50 TecTiB
IP202508-100 — 100 TecTiB
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TpaHcnopTyBaHHSA, 36epiraHHA Ta cTabinbHICTb

Habopu moxHa TpaHcnopTyBaTy npu Temnepartypi Big +2°C go +8°C. Yci komnoHeHTn Habopy RevoDx Respiratory-5 version
3 Pathogen Detection Kit cnig 36epiratm npu Temnepatypi Big -25°C go -15°C. Cnig yHukaTty 36epiraHHs npu BULLMX
Temnepartypax. 3a yMOBU HamnexHoro 30epiraHHs BCi KOMMOHEHTN HAbopy 3anuwarTbes cTabinbHi 40 3aKiHYEHHS TEPMIHY
NpVAaTHOCTI, BKA3aHOro Ha eTukeTui npoaykTy. PeareHTn Respiro5v3 MM He MOXHa 3aMOpOXXyBaTU-pPO3MOPOXYBaTh BinbLue
3 pasiB, Ue MOXe nNpPM3BECTU [0 3HWKEHHA JyTnmBocTi. [pn HeobxigHOCTI 36inMbLUIEHHSA  KINbKOCTI  LWKNIB
3aMOpPOXYBaHHA-PO3MOPOXKYBaHHS, PO3AiNiTh peareHTU Ha Kinbka anikBoT 3py4yHoro o6’emy Ta 30epiranTte npu Temneparypi
Big -25°C po -15°C.

NMepenbavyeHe BUKOPUCTaAHHA

RevoDx Respiratory-5 version 3 Pathogen Detection Kit - ue MNJIP-Tect y pexumi peanbHOro yacy, npusHavyeHuin ons
SIKICHOTO BUSIBMEHHS Ta igeHTudikauii HyKneiHOBMX KWCNOT BIPYCHMX MAaTOreHiB Yy Maskax 3 HOCOMMOTKW, POTOrMOTKM,
HOCOrNOTKOBOro acnipaty/nasaxy, 6poHxoanseeonspHoro nasaxy (BAIl), 6poHxiansHoro acnipaty (BAC), MOKPOTUHHSA Ta
CNHHOMO3KOBOI pianHn (CMP).

Mo3nTUBHI pe3ynbTaTv He BUKIOYAKTb KOIHMIKYBaHHS iHLWIMMK natoreHamu. BusBneHun 306yoHUK moxe He GyTu NpoBigHO
MPUYMHOIO 3aXBOPIOBaHHSA. HeratuBHi pesynbrati He BMKIIOYaloThb iH(IKyBaHHS | He MOBUHHI BUKOPUCTOBYBATUCS SIK €AUHA
nigctaBa AnNa NPUUAHATTA pilleHb Woao MiKyBaHHS nauieHTa. HeraTuBHi pesynbraTtv NOBWHHI NOEQHYBATUCS 3 KMiHIYHUMM
CMOCTEPEXEHHSIMU, iCTOpiEto XBOpoby Ta enigemionoriyHo iHpopmauieto.

RevoDx Respiratory-5 version 3 Pathogen Detection Kit npusHavyeHuin ans BUkopncTaHHA kBanipikoBaHWUM i NiAroToBNEeHUM
nepcoHarnom KniHiyHoi nabopaTopii, cneuianbHO NPOIHCTPYKTOBaHUM i HaB4yeHUM metogam [P y peanbHoMy uvaci Ta
aiarHocTuku in vitro.

Habip RevoDx Respiratory-5 version 3 Pathogen Detection Kit BusiBnsie HacTynHi natoreHu:

Bipyc rpuny A

Bipyc rpuny B
PecnipaTtopHo-cuHuuTiansHun Bipyc A/B
KopoHagipyc SARS-CoV-22
MeTanHeBMOBIpyC NoanHN

OOMeXeHHS WoA0 BUKOPUCTAHHSA NPOAYKTY

e  BuKopuCTOBYBaTW nuLLE 32 MPUBHAYEHHAM.

e Habip npusHavyeHun nuwe anga AiarHOCTUKKM in vitro.

e [loTeHuinHi myTauil B LiNnboBMX 06MacTax reHoMiB NaToreHiB, 3anyyeHuX Y peakuii, MOXyTb MpuU3BecTu [0
XMBHOHEeraTMBHUX pe3ynbTaTiB TECTY.

e |HriGiTopu MNJIP B entoatax MoXyTb NPU3BECTU A0 XMOHOHEraTMBHUX abo HeBanigHUX pe3ynsTaTiB TECTY.

e Llen Habip BanigoBaHW AONs BUKOPUCTAHHSA 3i 3paskaMuM MasK HOCOIMOTKM, POTOMMOTKU, HOCOIMOTKOBOrO
acnipary/nasaxy, 6poHxoanbseonspHoro nasaxy (BAIl), 6poHxiansHoro acnipaty (BAC), 3paskaMu MOKPOTUHHS Ta
CNNUHHOMO3KOBOI pignHM (CMP) niogmHn. TecTyBaHHA 3 iHWMMW Tunamy 3paskiB MOXe MPU3BECTU A0 XMOHMX
pe3ynbsraTiB.

e [lnAa OTpUMaHHsA [OCTOBIpHMX pes3ynbraTiB  HeobXigHO  AOTpMMYBaTUCh NpPaBWMbHUX MeToAiB  Bigbopy,
TPaHCMNOPTYBaHHS, 30epiraHHsA Ta 06pobku 3paskiB.

e Habip npusHayeHuit ans npodeciiHoro BMKOPUCTaHHS KBanidikoBaHMM MepcoHanoM, WO MPOMLIOB BianoBigHe
HaBYaHHs.

e [loTpumymnTECS IHCTPYKLI 3 BUKOPUCTaAHHSA A0 HAbopiB Ans OTPMMaHHS onTuManbHux pesynerartis MNP

e He BukopucToByiTe Habip nmicna 3akiH4eHHs TepMiHy npugaTHocTi. KoMnoHeHTH Habopy 3 pisHUX cepiii He MOXHa

3MmilwyBaTu.
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Onuc npoaykry

RevoDx Respiratory-5 version 3 Pathogen Detection Real-Time PCR assay - ue NJ1P-aHani3 Ha ocHoBi TagMan-TexHonorii,
sika nepenbadae BUKOPWUCTaHHSA cCrelianbHOro 3oHAy 3 (ryopecLEeHTHOK MITKOK Ha 5'-KiHUi i MOnekynow racHuka Ha
3'-kiHui. Mig yac pennikauii AHK 'y xogi MNP, miyeHnin pnyopecueHTHUM 6apBHUKOM 30HA ribpuaunsyetbes 3 AHK-matpuueto
i pynHyeTbes 5'-3' eHaoHykneasHoto aktusHicTio [HK-nonimepasn Thermus aquaticus (Taq) B Mipy NOAOBXeEHHS npanmepa
MNP. 3oHA poswennioeTbea nuwe Todi, konu BiabyeaeTbes pennikauis JHK, npn yomy BiabyBaeTbcs po3gineHHs Monekynu
dnyopecueHTHoro 6apBHMKa Ta MONEKyny racHuKa.

YTBOpeHi npogyktn TMJIP MOXHa BWSBUTU MPOTArOM KiNbKOX XBWUIWH 3aBASKM NIABULLEHHIO PiBHA dnyopecueHuii, sike
BiAOyBa€ETLCA EKCMOHEHLianbHO 3 KOXXHUM HAcTymHMM uuknom amnnicdikauii y xoai MJIP. NMapametp Ct (noporosun umkn) —
ue Homep umkny amnnidikauii, npy sikomy criyopecueHLUis peakuinHoi cyMmilli nepeBuLLye (ikcoBaHe NOPOroBe 3HaYeHHs. Y
Habopi RevoDx Respiratory-5 version 3 Pathogen Detection Real-Time PCR assay BUKOPUCTOBYETLCS BHYTPILLHIA KOHTPOIb
ONs nepeBipKU AKOCTi eKCTPaKLii HyKNeTHOBUX KUCMOT Ta NPOXOAXEHHSA aMmnnidikavii.

AHani3 BukoHyeTbcs 6e3nocepeaHbo Ha OHK/PHK, BugineHux i3 3paskiB nauieHta. BuasneHHss JHK/PHK pecnipaTopHux
30yaHUKIB 30JIMCHIOETLCS 32 JOMOMOroK 2 Pi3HMX peakLuii, B sIKMX ofgHodacHo BusBnsieTbes PHKasa P niogmHun. B ubomy
Habopi BukopucToByeTbcst PHKasa P noavHu B SKOCTI BHYTPILLHLOrO KOHTPOIMIO, WO AO3BOSISIE NEPEBIPUTM BUAINEHHS Ta
amnnidpikauito MiLLeHi.

Y HacTynHil Tabnuui HaBegeHo nepenik NaToreHiB-MiLLeHen y 2 pisHMX peakuinHux npobipkax:

Bipyc rpuny A FAM

Bipyc rpuny B HEX

Respiro5v3 MM 1 | pecnipatopHo-cuHLmTIanbHWi Bipyc A/B ROX
BHYTPILLHIN KOHTPOMb Cy5

KopoHagipyc SARS-CoV-2 FAM

Respiro5v3 MM 2 MeTanHeBMOBIpYC MoANHM HEX
BHYTpILLHI KOHTPOIb Cy5

Mpunagn

Habip RevoDx Respiratory-5 version 3 Pathogen Detection Kit moxHa BuKopucToByBaTtu i3 amnnicikatopamu ans MNP y
peanbHomy u4aci BIO-RAD CFX96, Tianlong Gentier 96, Applied Biosystems QuantStudio5, a Takox npunagamu
OHK-texHonorii cepii AT (DT-prime, DT-lite). Ane Habip Takox Moxe ByTn cymicHuM 3 BinbLuicTio amnnidikatopis ans MJP y
peanbHoMmy 4aci 3 kaHanamn FAM, HEX, ROX i Cy5.

3aranbHun onuc

MonekynspHa giarHocTuka iHbeKLii guxanbHUX LASXIB - Le HOBAaTOPCbKUIM Hanpsim MeguuuHu, METOK SIKOTO € BUSIBNEHHS
naToreHiB Ta A4ONOMOra B NiKyBaHHS Bi4NOBIAHWX 3aXBOPHOBaHb. 3a AOMNOMOrOK NepenoBuX TEXHOMOTI BYEHI MOXYTb TOYHO
iAeHTUPIKyBaTM KOHKPETHI MaToreHu, L0 BMKIMKAKOTb pecnipaTopHi iHdekuii. BignosigHO, MeauyHi npauiBHUKM MOXYTb
npuiMaT Ginbll OBrPpYHTOBaHI pPilUEHHS LWOAO0 MNPU3HAYEeHHsT MiKyBaHHA AN naudieHTiB. MuHynu Ti yacu, konu nikapi
noknaganuca nuwe Ha CUMMATOMM Ta i3nyHi 0BCTEXEHHA AOns AiarHOCTUKM iHMeKUin guxanbHuxX wWnsxie. 3aBasku
MOMEKYNSPHIA AiarHOCTWL BOHM MOXYTb BUSBMATM Ta aHanidyBatu 06e3nocepeHbO reHeTMYHU martepian BipyciB abo
GakTepil, WO NPUCYTHI y 3paskax nauieHTa (MOKPOTMHHSI, Ma3ku 3 Hoca abo ropra). BuseneHHs yHikanbHUX nocnigoBHoCTeN
OHK/PHK natoreHiB [o3Bonsie MegudyHUM nNpeacTaBHMKaM TOYHO BU3HAYMTUM MPUYUMHY 3axXBOPKOBaAHHS | BigNOBIgHO,
NpoBOAMTU LinecnpsiMoBaHe NikyBaHHA Ta OTPMMYBaTW Kpalli pedynbraTu. Lien iHHOBaUinHWMI Nigxig mae YncneHHi nepesarn
Hag TpaguuinHnmmn metodamu. MNo-neple, Len metoa He nuule 3abesnedye LWBMALLI Ta TOYHILLI pe3ynsTaTty, ane n Ao3Bonse
ideHTudpikyBaTM naToreHn, ski paHilwe HeMoxnmeo 6yno BusiBUTW. [o TOro X, BiH JO3BOMSIE BUSIBNSATU Kinbka 30yaHWKIB
O[HOYACHO, L0 OCOGMMBO KOPWUCHO y BUMaAKax, KOnv Migo3prETbCSA HasiBHICTb KoiHdekuin. Lia iHdopmauia € XnTTeBo
BaXKMMBOI AN BU3HAYEHHS HabinbLl eOeKTUBHOIO KypCy NiKyBaHHS.

MonekynsipHa pgiarHocTvka iHMEKUin OuXanbHUX LMAAXIB TakoX Mae 3HaYeHHS Yy 3MEHLUEHHi KiMbKOCTi HenoTpibHMX
npusHadveHb aHTUbioTMKIB. HagmipHe Ta HenpaBwuilbHE BUKOPUCTaHHS aHTUOIOTMKIB MPM3BENO OO0 MOSIBU CTIKMX OO0 HUX
GakTepiii, WO CTaHOBMATb 3HAYHy 3arpo3y [ANs 300pOB'S Nofel y BCbOMY CBiTi. TOYHE BM3HAYEHHSI MNaToreHiBs, LLO
BUKNMKaOTb iHEKL0, [03BOMAE YHUKHYTU NPU3HAYEHHS aHTUBIOTKKIB, KONW BOHW He MOTPiOHI i TakuM YnHOM 3anobirtu
PO3BWTKY aHTMGIOTMKOPE3NCTEHTHOCTI.

Kpim Toro, monekynsipHa AiarHocTmka € nepcrnekTMBHOK ANS PO3BUTKY MEepCOHani3oBaHUi MeauumnHi. [JocnigxXeHHs reHoMy
NOAVHU O03BONSE AOCMIAHMKaMM BM3HAYaTU reHeTUYHI Bapiauii, siki BMMBAOTb Ha YYTNMBICTE 4O NEBHMX 3aXBOPHOBaHb, B
TOMY 4Mcni iHopekuii auxanbHux wnaxis. MonekynspHa giarHoCTuMKa [A03BONISIE BUABMATA NOAEN, sIKi MOXYTb OyTu B rpyni
NiABULLEHOIO pU3NKY Yepe3 reHeTMYHi ocobnMBOCTI, WO [a€e MOXMIMBICTb BYACHO BXUTM iHAMBIOyanbHi NpodinakTuyHi
3axoaun.

OTxXe, MoneKkynsipHa AiarHOCTuKa iHeKUin AnxanbHUX LWNAAXiB € PeBONIOLIMHOK B MeAULNHW. BUKOpUCTaHHA MOXNNBOCTEN
reHeTUKN Ta NepenoBUX TEXHOIOTIN 03BONSE BCTAHOBMIOBATM GinbLU TOYHI AiarHo3u, NPOBOAUTM LinecrnpsiMoBaHe ikyBaHHS
Ta nokpalwlyBaTu pesynstatm nepebiry xBopobu. Lle Bce He TinbkM O03BONSIE NOrMMOMTU PO3YMIHHSA iHGEKUINHMX
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3aXBOPIOBaHb, ane 1 3anobiratn po3BnUTKy A0 NPOTUMIKPOOHUX npenaparTiB. OCKinbky LA ranysb NPOAOBXYE PO3BMBATUACS, TO
BOHA Mae BENWYEe3HMI NoTeHUian Anst TpaHcdopmalii MeTodiB AiarHOCTUKM Ta MiKyBaHHS iHDEKLiA OMXanbHUX LASXiB, WO
HanpuKiHUi MOKpawuTb 300pOoB's | 4OOpobyT noaen B yCbOMy CBiTi.

IHchbopmauia wono 6esnekn
e  KniHiyHi 3pa3ku cnig po3rnsagaty Sk NOTEHUINHO iHADEKUiMHI; 3 HUMKM crig npautoBaTth B 30Hi 6iobesnekn 1-ro abo

2-r0 piBHs1, 3aneXHo Big 30yaHuKa iHdekuii.

Yci oTpumaHi Bigxogu cnig BBaXaTu MOTEHUIVHO iHMeKUiiHMMKW. 3 HUMKM cnig noBoAUTUCL Ta YTunidyBaTtu

BiQMNOBIAHO OO MicueBuUx npasun 6e3neku.

YHuKanTe 6yab-AKOoro KOHTaKTy LUKipU 3 peareHTamu Habopy. Y BUNaAKy KOHTaKTy peTenbHO NPOMUTH BOAOH.

YHuKanTe po3bpur3KyBaHHS Ta YTBOPEHHS aepOo30niB.

Hikonwu He nineTynte po3ynHU 3a JOMOMOro0 poTa.

B nabopaTopHii 30Hi He MOXXHa BXMBaTK XXy, Hanoi Ta NanuTu.

HeobxiaHO MWUTKM pyKM NiCNA KOHTaKTY 3i 3pi3kamu Ta peareHTamu.

IHdopmaLito CTOCOBHO XiMi4HOro cknagy Tta 6esneyHocTi peareHTiB Towo (MSDS information) moxHa oTpumaty Big

BMPOOHMKA YM Oro NpeacTaBHMKA 3a 3arnmToM.

Mpu poboTi y nabopatopii HeobxigHO KopucTyBaTUCh 3acobamu iHOMBIQYaNbHOIO 3aXMUCTY.

Ha nouatky Ta B KiHUi po6oTu aesiHdikynTe yci poboyi NoBepxHi 3He3apaxyBanbHUMU PO3YNUHAMN.

lMepekoHanTech, WO yci po3xigHi matepianu matoTb MapkyBaHHs DNase/RNase-free.

MosogbTecs 3 ycima maTepianamv BignoBiAHO A0 npasun poboTtu B naboparopisx, WO NpoBOAsATb OOCHIMKEHHS

MOMEKYNSAPHO-rEHETUYHUMN MeToAamMK, o6 3anobirtm nepexpecHin KOHTamiHaLii.

e BukopuctoByinTe Tinbkn KanibpoaHi [o3aTopu Ta 3aBXOW 3MIHIOWTE HaKOHEYHMKM nig yac poboTu 3 pisHUMHK
pioMHamu (6akaHO BUKOPUCTOBYBATU HAKOHEYHUKM 3 aepO30bHUM (DINbTPOM).

e 30epiraite Habip akomora fani Big QXepen 3abpyAHEHHS HYKNEiHOBMMM KUCRoTamu, OCoOnvMBO MpoAyKTiB
amnnidgoikauii.

e Yci MaHinynsauii BapTo NPOBOAUTY B OKPEMMX 30HAX (EKCTPaKLisi HYKNEIHOBMX KUCINOT, NPUrOTYBaHHSI peakLiiHNX
cymillen, amnnidikauis) 4ns YHUKHEeHHS KOHTamiHauii.

e Yce obnagHaHHs Ta BUTpATHI MaTepianu anst KOHKPETHOI onepalii NOBUHHI 3HAXOAMTUCS B 30Hi, & BUKOHYETLCS LIS
onepadid, i He NOBUHHI NepeMiaTnca MiX pisHUMKU 30HamMK. PykaBumykn cnig 3MiHIOBaTW NPW Nepexomi y KOXHY
30Hy. JlTabopaTopHi xanaty NOBMHHI BYTN OKPEMUMUN ANst KOXKHOI 30HM i iX HE MOXHa HOCUTU 3a MeXaMW L€l 30HM.

e PoOOTVM NOBWHHI BWKOHYBaTUCb B OAHOMY HanpsiMKy, MoYuHaroum i3 3oHu ekctpakuii OHK/PHK i 3akiHdytoumn
BiAMOBIAHMMW 30HaMUN BUKOPUCTAHHS.

XapakTtepuctukm Habopy

AHaniTuyHa yyTnuBICTb

[Ona BusHaveHHsa nimiTy getekdii (LoD) Gyna nigrotoBneHa cepisi po3BeAeHb KOXHOro naToreHy Ans OTPUMaHHS KiHLEBUX
KoHUeHTpauin 2430, 810, 270. 90 ta 30 konin/mn WNASXOM BUKOPUCTAHHS pecnipaTopHUX 3paskiB HEraTMBHUX OO NaToreHiB
okpemux ocib ang imitauii kniHivHux 3paskis. MatoreHy OHK/PHK ounwanu 3a gonomoroio RevoDx Pathogen DNA/RNA
Purification Kit. KoxxHe po3segeHHsi Gyno nepeipeHo y 24 nostopax. JlIiMiT getekuii 6yB po3paxoBaHUii 3a 4OMOMOIo
npobGiT-aHanisy i cknagas 130 konin/mn. JlimiT geTekuii 6yB OoQaTKOBO MiATBEPAXEHWA TecTyBaHnHAM 20 3paskiB, siki
nigTBEpPaAUNN Ui 3Ha4YEHHS.

IHKNIO3NBHICTb

AHani3 iHkN3MBHOCTI in silico npanmepiB Ta 30HAiIB Habopy RevoDx Respiratory-5 version 3 Pathogen Detection Kit 6yno
NPOBEAEHO AN NMOCIiIAOBHOCTEN KOXHOro nartoreHy y 6asax gaHux NCBI. Pesynbsratv nokasytoTb, O HYKNEOTUOHI OiNsHKN,
SKi  po3ni3HaloTbCcsl  po3pobneHvMu npavimMepamu  Ta 3oHgamu, MakwTb 100% romomorito 3 BCiMa AOCTYNHUMU
nocniaoBHOCTSIMM NaToreHis 3 HauioHanbHoro ueHTpy 6iotexHonorivHoi iHopmadii (NCBI).

MepexpecHa peakTUBHICTb

MepexpecHa peaktusHicTb Habopy RevoDx Respiratory-5 version 3 Pathogen Detection Kit 6yna nepesipeHa in silico Ta
wnsixom noctaHosku MJIP. AHani3 in silico npanmepis i 3oHAIB RevoDx Respiratory-5 version 3 Pathogen Detection Kit npotu
nocnigoBHOCTEN 24 naToreHiB nokasas, Wo Habip Oyae cneumndiyHMM [0 UinboBUX reHiB | He byae nepexpecHo pearyeatu 3
UMK natoreHamu. 31 maToreH, NepepaxoBaHUn HkYe, OyB NPOTECTOBAHWIA HA NepexpPeCcHy peakTuBHICTL MeTogom MNP 3a
ponowmoroto RevoDx Respiratory-5 version 3 Pathogen Detection Kit. XubHono3nTuBHux pesynsraTtiB He cnoctepiranocs.
Hwxye HaBegeHi pesynbTaTtn nepexpecHoi peakTUBHOCTI, SK Y in silico, Tak i metogom [MJ1P.

AHani3 nepexpecHoi peakTMBHOCTi in silico

OpraHi3m PesynbraT

Bacillus subtilis Hemae romonorii

Mycobacterium tuberculosis Hemae romonorii

Streptococcus salivarius Hemae romonorii

Pneumocystis jirovecii (PJP) Hemae romonorii

Entamoeba dispar Hemae romonorii

Proteus spp. Hemae romonorii

Saccharomyces cerevisiae Hemae romonorii

Schizosaccharomyces pombe Hemae romornorii
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Asperqillus niger

Hemae romonorii

Salmonella spp.

Hemae romonorii

Serratia marcescens

Hemae romonorii

JC Bipyc

Hemae romornorii

BK Bipyca

Hemae romonorii

Mapsosipyc B19

Hemae romornorii

Hopogipyc noamHu

Hemae romornorii

Bipyc BiTpsiHoi Bicnn (VZV)

Hemae romornorii

Bipyc iMmyHoaediunTy noanHu 1

Hemae romornorii

Bipyc iMyHoOeiunTy noaunimn 2

Hemae romonorii

Bipyc renatuty C

Hemae romonorii

Bipyc renatuty B

Hemae romonorii

Bipyc E6ona

Hemae romonorii

LinTomeranosipyc ntogvHu

Hemae romonorii

Bipyc EnwtenHa-bapp

Hemae romonorii

[NapexoBipyc NoanHu

Hemae romonorii

AHani3 nepexpecHoi peakTuBHocTi metoaom MNJ1P

OpraHism

D>xepeno

KoHueHTpauis

Pe3ynbraTt

Pneumocystis jirovecii (PJP)

KniHiYHMI1 3pa3ok

He 3asBneHo

He BusaBneHo

Entamoeba dispar

KniHiYHMN 3pa3ok

He 3asBneHo

He BusiBneHo

Mycobacterium tuberculosis

KniHiYHW1 3pa3ok

He 3asBneHo

He BuaBneHo

|Aspergillus niger

KniHi4YHWI1 3pa3ok

He 3asBneHo

He BusiBneHo

Measles Virus

KniHiYHW1 3pa3ok

He 3aaBneHo

He BuaBneHo

Candida albicans

KniHiYHWIn 3pa3ok

He 3asBneHo

He BusiBneHo

Cryptococcus neoformans

KniHiYHWI 3pasok

He 3asBneHo

He BusiBneHo

Escherichia coli

KniHiYHWn 3pa3ok

He 3aaBneHo

He BusBneHo

Neisseria meningitidis

KniHiyHWn 3pa3ok

He 3asBneHo

He BusiBneHo

Legionella feeleii

KniHiYHWIn 3pa3ok

He 3asBneHo

He BusaBneHo

Klebsiella pneumoniae

KniHiYHMI 3pa3ok

He 3asBneHo

He BusiBneHo

Chlamydia trachomatis

KniHiYHWI 3pa3ok

He 3aaBneHo

He BugasneHo

Mycoplasma hominis

KniHiYHWI 3pas3ok

He 3asBneHo

He BusiBneHo

Neisseria gonorrhoeae

KniHiYHWI 3pa3ok

He 3asBneHo

He BugaBneHo

NIBSC (Cat. No: 16/194)
NIBSC (Cat. No: 16/296)
NIBSC (Cat. No: 10/266)
NIBSC (Cat. No: 18/184)

1.25x105 |U/ml
2.8x105 1U/ml
9.55x105 1U/ml
2.57x105 1U/ml

He BusiBneHo
He BugaBneHo
He BusiBneHo
He BusiBneHo

Human Immunodeficiency Virus 1 (HIV-1)

Human Immunodeficiency Virus 2 (HIV-2)

4th WHO International Standard for HBV DNA for NAT
Hepatitis C virus RNA (6th WHO International Standard)

Human Cytomegalovirus (HCMV) (1st International Standard) NIBSC (Cat. No: 09/162) 5x106 1U/ml He BusiBneHo
Epstein-Barr Virus (1st International Standard) NIBSC (Cat. No: 09/260) 5%x106 1U/ml He BusiBneHo
\VZV (1st WHO International Standard) NIBSC (Cat. No: 19/164) 1x107 1U/ml He BusiBneHo

EBOV RNA NP-VP35-GP (WHO Reference Reagent)
Parvovirus B19 (1st International Standard)

HSV-1

HSV-2

JC Virus (JCV) DNA (1st International Standard)

BK Virus (BKV)(1st International Standard)

HHV-6 Virus 1st WHO International Standard

Human Parechovirus

Human Norovirus

First WHO International Standard for Mycobacterium tuberculosis
lNpumimka: Hasgu nodaHi 32iOHO kamarnoay 8upobHUKa

NIBSC (Cat. No: 15/222)
NIBSC (Cat. No: 09/110)
NIBSC (Cat. No: 16/368)
NIBSC (Cat. No: 17/122)
NIBSC (Cat. No: 14/114)
NIBSC (Cat. No: 14/122)
NIBSC (Cat. No: 15/266)
NIBSC (Cat. No: 08/322)
NIBSC (Cat. No: 08/318)
NIBSC (Cat. No: 20/152)

He BusiBneHo
He BusaBneHo
He BusiBneHo
He BuaBneHo
He BusiBneHo
He BusaBneHo
He BusiBneHo
He BusiBneHo
He BusBneHo
He BusiBneHo

He 3asBneHo
9.55%105 IU/ml
He 3asBneHo
He 3asBneHo
1.55x107 IU/ml
2.04x107 1U/ml
5.63x107 1U/ml
He 3asBneHo
He 3aaBneHo
2x106 1U/ml

KniHiyHa ouiHKa

EdekTmBHicTe Habopy RevoDx Respiratory-5 version 3 Pathogen Detection Kit ouiHoBanu 3a [onomorow apxiBHUX
pecnipaTtopHux 3paskiB. [Ons koxHoro 306yaHuka 6yno nportecTtoBaHo 3araniomM 20 no3vTtuBHMX i 20 HeraTMBHUX 3paskiB y
paHgoMi3oBaHOMYy cninomMy pexumi. Bei 3paskm 6ynm oTpumaHi 3 nabopaTtopii Aep>xaBHOi NikapHi i nonepegHbLO NPOTECTOBaHI
3a JOMOMOrow BanigoBaHoro aHanisy. 3pasku ekctparyeanuv 3a gonomoroto RevoDx Pathogen DNA/RNA Purification Kit
BiQMNOBIAHO [0 iHCTPYKLUii 4o npoaykTy. MoTtim npoeoaunu MJIP-aHani3 3a gonomoroto Habopy RevoDx Respiratory-5 version
3 Pathogen Detection Kit BignosigHo Ao iHCTpyKuii 3 ekcnnyatauii. [Ans amnnidikauii, AeTekTyBaHHA Ta aHanisy
BukopuctoByBanu BIO-RAD CFX96 B pexvMi peanbHOro 4acy.

OTtpumanu 100% 36ir 3 odikyBaHUMW pe3ynbTaTamu.

dopatkoBi MmaTepianu Ta obnagHaHHA
e RevoDx Viral RNA Purification Kit (Kat. No: IP201915; idil biotech, TypeyuuHa) a6o DIrEXT OneStep Pathogen
DNA/RNA Extraction Reagent (KaTt. No: IP202319; idil biotech, TypeuunHa)
e Awmnnidikatop ans MNP y pexvumi peanbHoro yacy
BignosigHi 3acobwu iHaMBIAyanbHOro 3axMCTy (Xanart, pykaBuyKu, OKynspw)
e  Mikponinetku (0.5 mkn — 1000 mkr)

idil hi : M iB: 067 409 45 67, 067 409 51 99,
|d.|| hIUtEEh MedBIOAg ro SHepep s ipoRads info@mbalabs.com.ua
LABORATORIES

Cneuianict no po6oTi 3 peareHTamu: 097 162 78 38,
plr.assistant@mbalabs.com.ua
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HakoHeuHnkn onga fosaTopis 3 aepo3onbHUM dinsTpoM Ta MapkyBaHHAM DNase/RNase-free
Mikponpobipku 1,5 mn 3 mapkyBaHHAM DNase/RNase-free

BuxpoBui 3miyBay (BopTekc)

HacrtinbHa mikpoueHTpudyra ans MJ1P-nnaHweTis/cTpun-npobipok

Bokc GionoriyHoro 3axmcTy

Mpobipku abo nnaHwetn ansa MNJIP y peansHomy vac

MigroToBka 3paskKiB

Llen Habip BanigoBaHui ONS BUKOPWUCTaHHA 3 MaskaMu 3 HOCOIIOTKW, POTOMMOTKM, HOCOINOTKOBOrO acnipaty/naBaxy,
bpoHxoanbBeonspHoro nasaxy (BAIl), 6poHxianbHoro acnipaty (BAC), 3pa3kamy MOKPOTMHHS Ta CMIMHHOMOS3KOBOI PignHM
(CMP) ntogmHu. KniHiyHi 3pasku cnig, po3rnagaTt SK NoTEHUINHO iHADeKLivHI; | JoTpMMyBaTUCh 3anobixkHNX 3axoAiB Mia vac
3abopy 3pa3skiB i 06pobKku.

Kniniunctn  (Bkntovatoum  cpenbaliepis, meacecTtep, nikapiB Ta crnewianicTiB, MOB’A3aHUX i3 MeAWLMHOW) HecyTb
BiANOBiAanbHICTL 3a BMKOPUCTaHHS MpaBuUrbHOI Npoueaypy nig vac 3abopy Ta 6e3neyHoro TpaHCMopTyBaHHS 3paskiB [0
nabopatopii. [OCTOBipHICTb pe3ynbTaTiB  TeCTyBaHHS 3HAYHOK MIpOK  3anexuTb Bid HanexHoi MNpakTUKM Ha
npeaHaniTM4HOMY eTani, Lo Takox nepegbadvae TOUHe | NOBHE AOKYMEHTYBaHHS.

3paskn moxHa 36epiratu npu 2-8°C npotsrom 72 roguH nicns 3abopy. AKLWO O4iKyeTbCS 3aTpyMMKa eKcTpakuii, 3bepiranTte
3pasku npu -15°C abo Hwxye. EkcTparoBaHi HykneiHOBi kMCnotu MatoTb 3b6epiratnce 3a Temnepatypu -15°C abo Huxkde.
TpaHcnopTyBaHHA 3pa3kiB Mae BigOyBaTMCb BiAMOBIAHO 40 MICLEEBOro 3aKOHOAABCTBA.

MpoTokon

Exkctpakuia OHK/PHK [Ons ekctpakuii AHK/PHK 6axaHo BukopucTtoByBatn RevoDx Viral RNA Purification Kit abo DIrEXT
OneStep Pathogen DNA/RNA Extraction Reagent. Byab nacka, 4OTpUMYNTECH IHCTPYKLIiA BUpOoOHUKa obpaHoro Habopy ans
sugineHHa OHK/PHK. B igeani onepauii nNoBWMHHI NpoBOAUTUCA B TPbOX OKpeMux 3oHax (ansg suginenHs OHK/PHK,
npurotyBaHHs peareHTiB ans MNP, amnnidikauii), wo6 3anobirtu koHTamiHaLii.

BHyTpiWwHiN KOHTponb BHyTpiwHin koHTponb (Hs_RPP30), miweHHio sikoro € PHKasa P nioguHu, notpibeH ans
niaTBepmXeHHs noTtpannsHHs BugineHoi OHK y peakuinHi npobipkn. BHYTpIWHIA KOHTPONb BWKOPUCTOBYETLCS AONs1
MOHITOPUHIY edbekTUBHOCTI eTany ekcTpakuii AHK, a Takox ans nepesipkn 6yab-akoro iHribysaHHs MI1P.

Mo3ntTuBHMI KOHTponb 3HayeHHst Ct NO3UTMBHOIO KOHTPOMK Mae AopiBHIOBATM 26 + 4, iHWI 3HAYeHHS BKa3ylTb Ha
HasiBHIiCTb Npobnem.

MpoTtokon MIIP

1. Po3amoposbTe BCi KOMMOHEHTW NpW KiMHATHIA Temnepartypi, kpim Respiro5v3 Enzyme Mix. MNoknaaite Respiro5v3
Enzyme Mix Ha nig. PeTenbHo nepemiwante KOXEH KOMMOHEHT, MNOTiIM 0caguTb Kpanni KOpOTKOYacHUM
LeHTpudyryBaHHAM. [epeHeciTb yci peareHTn Ha nig abo oxonoaxy4mnn 6rnok.

2. KiHueBwuiA 06’em peakuiriHoi cymiwi (Master Mix) OTpMMYETbCSI LLMSAXOM MHOXXEHHSI OKpeEMUX peakUiiHux 06’emis RM-1
and RM-2 Ha 3aranbHy KinbkicTb 3paskis. [1py LbOMYy BpaxoBYHOTbCA AOCAIAXKYBaHi KNiHiYHI 3pa3ku Ta KOHTPOMbHi
3paskn. [AnA yHUKHEHHA noxuboK npu pos3KanyBaHHI PEKOMEeHOYETbCS BpaxoByBaTW A0AATKOBMI 3pa3ok npu
nigpaxyHKy 3ararnbHOi KinbKOCTi 3paskiB.

3. MigrotynTe 2 npoGipkn 1,5 un 2 Mn ansa KOXHOI 3 peakuinHnx cymiwen Respiro5v3 MM 1. [inst npurotyBaHHs1 KOXXHOT
mMancTep-cymiwi gogavite 14 mkn RespiroSvd MM 1 ta 1 mkn Respiro5v3 Enzyme Mix ans koxHoro 3paska y
nigrotoBneHi npoOipku. Micns NpuroTyBaHHs MaincTep-MikciB obepexHo nepemiiati cymiwi ninetyBaHHAM abo Ha
BOPTEKCI Ta ocaguTW Kpanni KOpPOTKOYaCHUM UeHTpudyryBaHHAM. BHecTn no 15 Mkn npurotoBaHUX cymillen y
npobipku/nnaHwet ans MJP. Ons KoXHOro KniHiYHOro 3paska crif BUKOPUCTOBYBATU 2 NYHKMU (3 Pi3HUMMK Cymillamu
1-2). Micna BHeceHHA MancTep-Mikcy y NyHku gogavite no 5 mkn ekctparosaHoi PHK. BHecTy no 5 mkn no3ntmeHoro
KOHTPONBLHOrO 3pas3Ky Ta HEeraTMBHOIO KOHTPOMbLHOrO 3pasky Yy BigMnoBigHI NPoBipku. 3akpuUTU KPULLKK YX 3akneitu
NNaHLWeT Ta 0caguTu Kpanni LeHTpUAYryBaHHAM.

BUOieHNI Bpasox
5 Mrx ' 5 Mxx

I I

15 mxn 15 Mxxn

MM 1 MM 2

4. [MoBTOPUTK KPOK 3 AN151 KOXKHOTMO KMiHIYHOrO 3paska, HeraTMBHOIoO Ta NO3UTUBHOIO KOHTPOSHO
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MOSMTMBHWA KOHTPOJBHMI SpasoK

5 mKa 5 MKx

il

15 mpyr 15 MEX

HETaTUBHMI KOHTDONBENI SpaBoK

5 i 5 MKn

il

15 mxn 15 Mkxd

5. 3anporpamyiite npunag ans amnnidikauii arigHo 3 npotokonom: 50°C 15 xB; 95°C 2 xa, 1 umkn; 95°C 10 cek, 60°C
20 cek, 40 upknis (Tabnuus 1). Bkazat o6’em 3paska 20 M.
Tabnuusa 1: MNporpama amnnidikauii
Hasea etan KinexicTt Mporpama
y UUKniB porp
CunTes kHK 1 50°C, 15 xB
AKT:/IBaLI,IH qenlmepasvl 1 95°C, 2 xB
(“rapsiumin” ctapr)
Amnnichika 95°C, 10 cek
mnnidikauia®
40 60°C, 20 cek

* OeTekuis donyopecueHuii npu 60°C 3a kaHanamn FAM, HEX, ROX ta Cy 5

6. O6patn BUMiptoBaHHs piBHS donyopecteHuii npn 60°C 3a kaHanamu FAM, HEX, ROX ta Cy5 .
7. 3anycTtuTtu nporpamy.
8. MporpamyBaHHA Npunagy Ta aHanis pesynbsTaTiB 34iNCHIOBATY BiANOBIAHO A0 IHCTPYKLUii BUpOBHMKa.

AHani3 gaHHUX
3HayeHHsa Ct MO3NTMBHOIO KOHTPOMO Mae AOpiBHOBaTM 2614, a HeratMBHWUA KOHTPOMb Y BCiX KaHanax mae OyTtu
HeraTMBHUM. B iHWOMY B1NagKy eKCnepuMeHT cnifg NOBTOPUTMY.

PesynbtaTu cnig iHTepnpeTyBaT HACTYNHUM YMHOM ANSA KOXHOI MancTep-CyMilli:

3pasok No3UTUBHUI Ha
BignoOBigHWI NaToOreH.

[laToreH He BUABNEHO.

HeanigHui pesynesrart. 3pasok
cnig NoBTOPHO NpoTecTyBaTh
ANs LbOro Mancrep-mikcy

[nst KOXXHOTrO MancTep-Mikcy B HAaCTYMHi Tabnuui HaBefeHo KaHanu 6apBHMKa ANS BiANOBIAHOMO LiNbOBOro
opraHi3amy/uinboBoro reHa:

Bipyc rpuny A FAM

Bipyc rpuny B HEX

Respiro5v3 MM 1 PecnipatopHo-cuHuuTiansHun Bipyc A/B ROX
BHYTPILLIHIN KOHTPOIb Cy 5

KopoHasipyc SARS-CoV-2 FAM

Respiro5v3 MM 2 MeTanHeBMOBIpYC NOANHU HEX
BHYTPILLIHi KOHTPOIb Cy 5
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IHbopmauia ana 3aMmoBnNeHHA

Detection Kit

Ha3Ba npogykty dacyBaHHA Kart. No.
RevoDx Respiratory-5 version 3 Pathogen 50 TecrtiB IP202508-50
Detection Kit
RevoDx Respiratory-5 version 3 Pathogen 100 TecTiB 1P202508-100

{ idilhio
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