i idilbiofech Med Bio-Agro

LABORATORIES

Habip Aansa
BusisneHHsa AHK

Enterococcus faecium
Enterococcus faecium
qPCR Kit

IHCTpPYKUiA 3 BUKOPUCTaHHA

AxicHe BusiBneHHs1 JHK Enterococcus faecium
ns pgiarHocTUKM in vitro

Onsa npocecinHOro BUKOPUCTaHHSA

KaTanoxHi Homepu:
IP202212-100 — 100 TecTiB
IP202212-500 — 500 TecTiB

C€ [ivo]

Cknap Habopy

KomMnoHeHT 100 tecTiB| 500 TecTiB

BydepHa cymiw 5x 1400
E.faecium RM 1 1400 mkn MK

depmeHTHa CyMiLl

2 | E faecium RM 2 100 mkn [ 500 mkn

3 |_|03VITI-/IBHVIVI KOHTPObHWIA 3pa30kK 100 mKn 200 MK
E.faecium Positive control

4 HeraTvBHWIA KOHTPONBHUIA 3pa30kK 100 mKn 200 M1

E.faecium Negative control

TpaHcnopTyBaHHS, 30epiraHHA Ta cTabinbHICTb
HaGopu MoxHa TpaHcnopTyBaTM npu Temnepatypi Big +2°C go
+8°C. Bci komnoHeHTn Habopy RevoDx Enterococcus faecium
gPCR Kit cnig 36epiratn npu Temnepatypi Big -25°C po -15°C.
Cnig yHukatu 36epiraHHs npu Ginblu BMCOKMX Temnepartypax. 3a
YMOB  HanexHoro 30epiraHHs  BCi  KOMMOHEHTW  Habopy
3anvwarTbea cTabinbHUMKU OO0 3aKiHYEHHS TepMiHy NpUAAaTHOCTI,
BKa3aHoro Ha etukeTui npoaykty. PeareHtu E.faecium RM 1 ta RM
2 He MOXHa 3amMOpOXyBaTM-pPO3MOPOXYyBaTW binblie 3 pasis, ue
MOXe TNPW3BECTU [0 3HWKEHHA YyTnMBOCTI Habopy. [lpu
HeobXxiaHoCTI 30inbLIeHHs KinbKOCTi UMKniB
3aMOpPOXYBaHHSA-PO3MOPOXKYBaHHS, pPO3A4iniTb Habip Ha Kinbka
aniksoT 3py4Horo o6’emy Ta 36epiraiite npu Temnepatypi Big -25°C
no -15°C.

MNepenbavyeHe BUKOPUCTaAHHSA

RevoDx Enterococcus faecium gPCR Kit — ue [JIP-tect y
peanbHOMY 4aci, npusHavyeHuin ana skicHoro BusiBneHHs [OHK
Enterococcus faecium.

Mo3nTMBHI pe3ynbTaT He BUKIOYAKTb KOIH(EKUiT 3  iHWuMK
natoreHamun. BusaBnenHun 30yaHUK MoXe He OyTM OCTaTO4HOK
NMPUYMHOIKO 3aXBOPIOBaHHA. HeraTvBHI pesynsrati He BUKMYaTb
HasBHICTb iHEKLii i He NOBWHHI BUKOPMUCTOBYBATMCA £K €AuHa
nigctaBa Ans NPUAHATTA pilleHb WoAo NiKyBaHHA nauieHTa.
HeraTvBHi pe3ynsrati BapTo kOMGiHyBaTW 3 KMiHIYHOIO KapTUHOM,
icTopi€eto nauieHTa, Ta enigemionoriyHo iHopMauieto.

Habip RevoDx Enterococcus faecium qPCR Kit npuaHaveHuin ans
NpogeciiHoOro BUKOPUCTaHHSA  KBarnidikoBaHum nabopaTopHUM
nepcoHanomMm, Lo NponwoB Hae4YaHHA metoaam 1P y peanbHomMy
yaci Ta npoueaypam Ans AiarHocTukK in vitro.

OOMeXXeHHSA Woao BUKOPUCTAHHA NPOAYKTY

e  BukopucToByBaTV nuLLe 3@ NPUIHAYEHHAM

e HabGip RevoDx Enterococcus faecium
nNpU3Ha4YeHnn gnsa giarHoCTUKK in vitro.

e [loTeHuinHi MyTauii B LinbOBMX 0bracTsix reHoMy natoreHa,
3anyyeHMx y  peakuii, MOXyTb  Mpu3BecTM [0
XUBHOHEeraTuBHMX pe3ynbLTaTiB TECTY.

e |Hribitopu TP B enwatax MOXyTb MpU3BECTU A0
XMbHOHeraTMBHUX abo HeBarigHUX pesynbTaTtiB TecTy.

e [lnAa OTpUMaHHs [OCTOBIpHUX pesynbraTtiB  HeobXxigHo
OOTpMMyBaTUCh NpaBuIbHUX mMeToziB 360py,
TpaHCNopTyBaHHs, 36epiraHHsA Ta 06pobkn 3paskiB.

e HabGip npusHayeHun ans npodpeciiHoro BUKOPUCTaHHS
KBanigikoBaHMM nepcoHanoM, Lo MNpOWMLIOB BignosigHe
HaBYaHHS.

e JloTpumynTecs iHCTPYKLi 3 BUKOPUCTaHHS 0 Habopis aAns
OTpUMaHHA onTumansHux pesyneraris [P,

e He BukopuctoByinTe Habip nicns 3akiHYEHHS TepMiHy
npupartHocti. KomnoHeHTn Habopy 3 pi3HMX cepin He
MOXHa 3MilLyBaTy.

gPCR  Kit

Onuc npoAaykTy

RevoDx Enterococcus faecium gPCR Kit — ue MJIP-ananis Ha
ocHoBi TagMan-texHonorii, ska nepegbadyae BUKOPUCTaHHS
crneuianbHOro 3oHAY 3 pryopecueHTHOK MITKOK Ha 5'-KiHuji i
Mornekynotw racHuka Ha 3'-kiHui. [lig vac pennikauii OHK y xogi
MNP, MiveHun cnyopecueHTHUM BapBHUKOM 30HA ribpnansyetbes
3 OHK-maTpuueto i pyiiHyeTbes 5'-3' eHAOHYKIea3HOK aKTUBHICTHO
OHK-nonimepasn Thermus aquaticus (Taq) B Mipy NOOOBXEHHS
npavmepa [JIP. 3oHA po3WwennoeTbCa nuwe Todi, Komnwm
BinbyBaetbca pennikauia OHK, npu 4Yomy BinOyBaeTbcs
po3gineHHs Monekynu cryopecLeHTHOro 6apBHMKa Ta MOMEKymnu
racHuka.

YT1BOpeHi npogyktu MNJ1IP MoXHa BUABUTM NPOTATOM KiflbKOX XBUIWH
3aBAAKU MiABULLEHHIO piBHA dinyopecueHuii, fke BiabyBaeTbcs
€KCMOHEeHUjanbHO 3 KOXHUM HACTYMHWM LUMKIOM amnnidikauii y
xopi MJIP. Mapametp Ct (MoporoBuii UWMKMI) — LEe HOMEpP UMKy
amnnidikauii, npyn akomy dryopecueHLis peakuinHOl Cymili
nepesuLLye dikcoBaHE NOPOroBe 3HAYEHHS.

Habip nepenbadae BWMKOPUCTaHHS CneLianbHOrO BHYTPILLIHBOIO
koHTponto (PHKasa P nioavHun) ans nepesipku SKOCTi ekcTpakuii Ta
amnnidpikadii.

Mpunagn

Ha6ip RevoDx Enterococcus faecium qPCR Kit moxHa
BMKOpUCTOBYBaTH i3 amnnicikaropamu ans MNP y peansHomy yaci
BIO-RAD CFX96, Tianlong Gentier 96, Applied Biosystems
QuantStudio5, a Takox npunagammn [OHK-texHonorii cepii OT
(DT-prime, DT-lite). Ane RevoDx Enterococcus faecium qPCR Kit
TaKoX MOXe BUKOPWUCTOBYBaTWCh 3 GinbLuicTio amnnidikaTtopis Ans
MNP y peancHomy yaci 3 kaHanamu FAM i HEX.

3aranbHumn onuc

Enterococcus faecium BUKNMKa.NM LIMPOKMIA CREKTp iHdeKuin,
30KpemMa eHaoKapauT, iHdeKuii ce4oBMBIAHMX LUNSXiB, NPOCTaTUT,
BHYTPILLUHbOYepeBHi (iHTpaabaoMiHanbHi) iHGeKUT, LentoniT, paHoBi
iHdekuii, a Takox cynposigHy 6akTepiemiio. EHTepokoku €
YaCTUMHOK HOPMarnbHOi KUWKOBOI Mikpodnopu. Y 6inbLuocTi
BUMAKIB 3apakeHHA BigOyBaeTbCA B YMOBAXx fMikapHi — 30KpeMa,
yepes MeauYHUI nepcoHan, Skui moxe bytu Hociem E. faecium y
KMLWEYHNKY, abo 4epe3 KOHTaMiHOBaHi MEAWYHI iHCTPYMEHTMW.
EHTEpOKOKM — Ue rpamMno3nTuBHI, akynsTaTUBHO aHaepobHi
KOKW, $IKi yTBOpPIOTbL KOpoTKi abo cepegHi naHLUtoXkn. BoHu
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3a3BMYalnl acouiloTbCA 3 HO30KOMianbHUMU iHdeKuigmu. Po3mip
reHoMy wrtamiB E. faecium BapitoeTbcsa B Mexax Big 2,50 go 3,14
Merabas (Mb).

IHcpopmauis wopo 6esnekn

e  KniHiyHi 3pasku cnig po3rnsgaTti K NOTEHLUINHO iHGeKLinHi;
3 HMMK cnig npautoBaTt B 30Hi 6iobe3snekn 1-ro abo 2-ro
piBHS, 3anexHo Big, 30yaHVKa iHdeKL;i.

e Yci oTpumaHi Bigxogu cnig BBaXaTu  MOTEHLINHO
iHeKUiiHUMK. 3 HUMU cnig NOBOAMTUCL Ta YTURi3yBaTu
Bi4NOBIAHO 40 MicueBux npasun 6esneku.

e VYHukamte OyOb-SKOro KOHTaKTy LWKipM 3 peareHTamu
Habopy. Y BUNagKy KOHTaKTy peTenibHO NPOMUTY BOAOH0.

e  YHuKanTe po3bpr3KyBaHHSA Ta yTBOPEHHS aepOo30niB.

e [licna poboTtn i3 KNiHIYHMMKM 3pa3kamMy Ta peareHTammu
HeobXigHO MUTK PyKM.

e |HdopmaLilo CTOCOBHO XiMiYHOrO ckragy Ta Ge3neyvHocTi
peareHTiB Towo (MSDS information) moxHa oTpumaTu Big
BMPOBHUKa Y1 MOro npeacTaBHMKa 3a 3anMToM.

e [lpu poboti B nabopatopii Bukopuctosysatu 313.

e Ha nouyatky Ta B KiHUi poboTu AesiHdikynte yci poboui
NOBEPXHi 3HE3apaXKyBaNlbHUMUN PO34MHAMM.

e [lepekoHanTecb, WO BCi PpoO3XigHi MaTtepianu MawTb
mapkyBaHHsi DNase/RNase-free.

e [loBoabTecs 3 yciMa martepianamu BiAnoBigHO OO MpasBun
pobotn B nabopisx, WO nNpoBOAATb AOCHIOKEHHS
MOnEeKynspHO-reHeTUYHUMN ~ MeTodamu, Wob 3anobirtm
nepexpecHin KoHTamiHaLii.

e  BukopucToBynTe TinbKW NoBipeHi/kanibposaHi go3aTopu Ta
HaKOHEYHVKN 3 aepo30IbHUM INIETPOM.

e (30bepiraite Habip nopani Big mkepen 3abpygHEHHs

HYKNeiHOBMMM  KucnoTamu,  0cobnvMBO  npogyKkTamu
amnnigikawii.
e YCi MaHinynsuii BapToO NpPOBOAUTM B OKPEMWUX 30HaX

(exkctpakuis OHK/PHK, npurotyBaHHs peakuinHux cymillen,
amnnidpikauis).

e Yce obnagHaHHA Ta BWUTPaTHi MaTtepiany ONA KOHKPETHOI
onepauii NOBMHHI 3HAaXOOAUTUCS B 30Hi, € BUKOHYETLCS Lisi
orepauis, i He MNOBMHHI NepemiwaTnca MK pisHUMU
30HaMu. PykaBnyku cnig 3miHoBaTW Npy Nepexoni y KoXHy
30Hy. JlabopaTopHi xanatv MOBWHHI ByTW okpemMumun ANs
KOXXHOI 30HM i IX HE MOXXHa HOCUTUM 3a MeXaMu L€l 30HW.

e Po0OTM MOBUHHI BWKOHYBaTUCb B OOHOMY HarpsiMKy,
noymHaroum i3 3oHM ekctpakuii JHK/PHK i 3akiHdytoumn
BiQNOBIAHMMM 30HaMV BUKOPUCTAHHS.

Xapakrepuctuku Habopy

Mexa BusBneHHsa (LoD) - AmwxanituuHe pocnigXeHHs
yyTnuBOCTI: [na BM3HayeHHs Mexi BusiBneHHs (LoD) Gyna
niaroToBrneHa cepisi po3BefeHb 36yaHMKa, Wwob oTpMMaTi KiHUEBI
KOHUeHTpaui 1450, 570, 230, 47 Ta 25 «konmin/mn WNSXoM
po3BedEeHHS 3paskaMu LiMbHOI KPOBi, 3ibpaHMMK y HeraTuBHMX
ocib, gnsa imiTauii kniHiyHMx 3paskie. HK natoreHa ounwianu 3a
ponomoroto RevoDx Genomic DNA Purification Kit from Bacteria.
KoxHe po3ssegeHHsi 6yno nepesipeHo B 24 noBTOpax. 3HayeHHs
mMexi  BusBneHHda  (LoD) 6ymo  po3paxoBaHO  LLUMASXOM
npobiT-aHanisy. 3HayeHHA mexi BusBneHHa (LoD) cranosuno 80
konin/mn. Le 3HaveHHs LoD OGyno niaTBepaXeHO TeCTyBaHHAM
aopaTtkoBux 17 pennikaTiB i3 koHUeHTpauieto 80 koni/mn. Yci 17
pennikaTtiB ganu MO3WTUBHI pe3ynbraTv Ans MilleHi, Takum 6yno
nigTBepakeHo, wo LoD ctaHoBuTb 80 Konii/mn.

IHKNIO3UBHICTb:

[nsa nocniaoBHOCTEN KOXHOMO reHoTuUny, A0CTYMHUX Y 6asax AaHmx
NCBI, 6yno npoBeAeHO iHKMIO3MBHUI aHani3 in silico npanvepis i
30HaiB RevoDx Enterococcus faecium gPCR Kit. Pesynsratm
OOCMiKEHHA  MoKasanu, LWo AiNSHKW, S8Ki po3mni3HakTbCs
po3pobneHumn npanmepamu Ta oHaamu, matotb 100% romonorito

3 yciMma [JOCTYNHMMW MOCNIOOBHOCTAMM reHotunie 3 6a3
OaHux/6aHkiB  gaHmx HauioHanbHOro ueHTpy 6GioTexHonoriyHol
iHdpopmalii (NCBI).

MepexpecHa peakTUBHICTb:

MepexpecHa peakTuBHicTb Habopy RevoDx Enterococcus faecium
gPCR Kit 6yna ouiHeHa sik 3a gonomoroto aHaniay in silico, Tak i 3a
Aornomoroto TectyBaHHsA metogom MNJ1P. AHani3 in silico npanmepis i
3oHaiB  RevoDx Enterococcus faecium qPCR Kit npotn
nocnigoBHOCTEN 26 naToreHiB nokasas, WO Habip € cneundivyHnm

[o  cBoel MilleHi | He [ae nepexpecHoi peakuii 3 uumu
natoreHamu. [lepepaxoBaHi Hwk4ye 25 30ygHukiB  Bynu
npoTecToBaHi Ha MepexpecHy peakTuBHiCTb MeTogoM [P 3a

ponomoroto Habopy RevoDx Enterococcus faecium gPCR Kit.
XNBHOMNO3UTUBHMX pPe3ynkTaTiB HE BUSIBIIEHO.

Hwkye HaBegeHi pesynbratM  OOCHIOKEHHS  nepexpecHol
peakTUBHOCTI, K in silico, Tak i meTtogom MIP.
AHani3 nepexpecHoi peakTUBHOCTI in silico

OpraHism Pesynbrar

Hemae romonorii
Hemae romonorii
Hewmae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romornorii
Hemae romonorii
Hemae romornorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hewmae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hewmae romonorii
Hemae romonorii

Bacillus subtilis

Chlamydia pneumoniae
Haemophilus influenzae
Legionella pneumophila
Mycobacterium tuberculosis
Streptococcus salivarius
Streptococcus pyogenes
Bordetella pertussis
Mycoplasma pneumoniae
Pneumocystis jirovecii (PJP)
Enterococcus dispar

Listeria monocytogenes
Neisseria meningitidis

Proteus spp.

Saccharomyces cerevisiae
Schizosaccharomyces pombe
Aspergillus niger

Salmonella spp.

Serratia marcescens

Bipyc naparpuny 1-4 Tunis
Bipyc rpuny A Ta B
EHTeposipyc (Hanp. EV68)
PecnipaTtopHo-cuHumMTIansHWi Bipyc
PuHoBipyc

ApeHoBipyc (Hanp. C1 Ad. 71)
MeTanHeBmoBipyc ntoguHu (hMPV)

AHani3 nepexpecHoi peakTuBHocTi metogom MNJIP

OpraHism Dxeperno KoHueHTpauis | Pesynkrart
. . N He npusHadeHa He
Chlamydia pneumoniae | KniHi4Huii 3pasok .
OOVHWLSA BUMIpY | BusSIBNEHO
. I He npusHaveHa He
Haemophilus influenzae | KniHiyHWI 3pa3ok P )
OVHWLA BUMIDY | BMSBIEHO
. . T He npusHadeHa He
Legionella pneumophila | KniHivyHWi 3pa3ok j
oavHuUA BUMIpY | BrABREHO
Mycobacterium T He npusHaveHa He
. KniHiyHWn 3pa3ok .
tuberculosis oavHuuA BUMipy | BusiBneHo
T He npusHaveHa He
Streptococcus pyogenes | KniHiuHui 3pa3ok .
OOMHWLSA BUMIpY | BusiBNEHO
. - . He npusHadeHa He
Bordetella pertussis KniHiyHun 3pasok P )
OOVHWLSA BUMIpY | BusiBNeHO
. T He npusHaveHa He
Mycoplasma pneumoniae | KniHiyHWI 3pa3ok .
oavHULS BUMipY | BUSIBNEHO
Pneumocystis jirovecii N He npusHaveHa He
KniHiyHni 3pa3ok )
(PJP) oavHuLS BUMipY | BusiBNeHO
. L He npusHaveHa He
Enterococcus dispar KniHiyHWi 3pa3ok .
oavHUUA BUMIDY | BUABREHO
T N He npu3HadeHa He
Listeria monocytogenes | KniHiyHni 3pa3ok .
oOvHULA BUMIDY | BUSIBNEHO
. ] o - . He npusHadeHa He
Neisseria meningitidis KniHiyHnn 3pa3ok P .
OAVHWLSA BUMIpY | BusiBNneHO
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. . T He npusHadeHa He
Aspergillus niger KniHivHni 3pasok oavHuus eumipy | BusEneHo
KopoHasipyc nogmHmn NIBSC (Kat.Ne: | He npusHayeHa He
(229E) 09/132) OAMHULSA BUMIpY | BusiBneHo
PuHosipyc NIBSC (KaT.Ne: | He npusHayeHa He

08/324) OfVHWLSA BUMIpY | BusiBNEHO
AneHoBipyc N'B?gs(gj;' N1 20¢100momn | He
Bipyc rpuny .
(A/Christchurch /1/2003, NIBSC (KaT.Ne: | He npusHaueHa He
H1N1) 07/296) oavHULSA BUMIpY | BUsIBNEHO
Bipyc rpuny NIBSC (Kat.Ne: | He npusHaveHa He
(A/Wyoming/3/2003, 07/298) OOVHWLSA BUMIpY | BMSIBNEHO
H3N2)
Bipyc rpuny NIBSC (Kat.Ne: | He npusHaveHa He
(B/Jiangsu/10/2003) 07/300) oavHuus BUMipy | BusieneHo
Bipyc imyHoaediunTy .
riomunn 1 tuny (BUN-1, | NIBSC (KatNe: |y onqosmomn | He
16/194) BUSIBNIEHO
HIV-1)
Bipyc imyHogediunty .
rionnkm 2 Tuny (BIn-2, | NIBSC (KatNe: 15 6,105 MO/Mn He
HIV-2) 16/296) BUSABMEHO
PecnipatopHo-cuHumnTinb, | NIBSC (Kat.Ne: | He npusHadeHa He
HUI Bipyc A2 08/120) oavHULSA BUMIpY | BusiBNeHo
. NIBSC (Kat.Ne: | He npusHayeHa He
Bipyc naparpuny 1 tuny 08/176) oavHuus BUMipy | BusieneHo
. NIBSC (Kat.Ne: | He npusHayeHa He
Bipyc naparpuny 2 tuny 08/178) oauHuusa BuMipy | BusieneHo
. NIBSC (Kat.Ne: | He npusHayeHa He
Bipyc naparpuny 3 Tury 08/118) oavHuuA BUMipy | BrsABNEHO
Bi naparouny 4 Tin NIBSC (Kat.Ne: | He npusHayveHa He
pyc naparpury Y 08/180) oavHuUA BUMIpY | BUSABREHO

HopaTkoBi maTepianm Ta o6bnagHaHHA
e HaGip ansa suginenHs OHK 3 6aktepin RevoDx Genomic
DNA Purification Kit from Bacteria (Kat.Ne: 1P201917;
IdilBiotech, TypeuuuHa)
Amnnicpikatop ana MNJP y pexumi peanbHOro yacy
BignosigHi 313 (xanar, pykaBu4ku, okynsipm)
MikponineTtku (0.5 mkn — 1000 mkn)
HakoHe4HMKn ona gosatopiB 3 aepo30sibHUM dinkTpoM Ta
mapkyBaHHsaM DNase/RNase-free
Mikponpo6ipku 1,5 mn 3 mapkyeaHHam DNase/RNase-free
Buxposui 3amilyBay (BopTekc)
e HacrtinbHa MikpoLeHTpudyra
MJIP-nnaHweTiB/cTpmn-npobipok
e HactinbHa MikpoueHTpudyra pans
1,5-2,0 mn
e [lpoGipkn abo nnaHwetun ans MNP y peansHoMy Yaci.

ans

npobipok o6'emom

MigroroBKa 3pa3kiB

I3 paHum HabopoM MOXHa BWKOPWUCTOBYBaTM BCi  3pasku
HYKNeiHOBMX KWUCNOT, npuaaTtHi Ans adHanisie metrogom gPCR.
Habip 6yno BanigoBaHo AN BUMKOPUCTaHHSA 3i 3paskaMu KpoBi Ta
KynsTyp KpoBi. KniHiyHi 3pasku cnig po3rnagaty [k noTeHUiHO
iHdbekuivHi; nig vac 3abopy Ta 06pobGkm 3paskiB HeobxigHO
OOTpUMYBaTUCb  3anobikHMX 3axodiB  wopo  30yaHWKiB, WO
nepeaarTbCs Yepes KpoB.

KniHiunctn (@ T1akox denbawepun, Meacectpu, nikapi Ta
cneuianictv, NoB’aA3aHi i3 MeanLMHOI) HECYTb Bi4NOBIAANBHICTL 3a
BMKOPUCTaHHSI MpaBwurnbHOI npouedypu nig 4ac 36opy Ta
06e3ne4yHoro  TpaHCMOpTyBaHHA  3pas3kiB g0  nabopatopil.
[ocToBipHICTb pe3ynbraTtiB TECTYBaHHS 3HAYHOK MIPOI0 3aneXuTb
BifJ HamnexHOi MpaKTUKW Ha npeaHaniTM4HOMY eTan, Lo TaKoX
nepenbayae TOYHE | MOBHE JOKYMEHTYBAHHSI.

Micna 30opy He 30epiraTe UiNbHY KPOB NpWU  KiMHATHIN
Temneparypi goswe 4 roauH. TpaHCNOPTyBaHHA UifbHOI KPOBI,
cvpoBaTk abo nnasmMu Mae BignoeigatM gepxaBHuUM abo
MicLIeBMM HOpMaM.

MpoTtokon

BuainenHa OHK [ns BugineHHs [OHK 30ygHuka 3 KRiHiYHMX
3paskiB cnig BukopucToByBaTM Habip RevoDx Genomic DNA
Purification Kit from Bacteria. BukopucTaHHs iHWWX peareHTiB
MOX€E HeraTMBHO BMMMHYTU Ha XapaKTepucTuku Habopy. Byap
nacka, OOTpUMYWTECb IHCTPyKUii BMpOGHMKa obpaHoro Habopy
ansa sugineHHsa OHK/PHK. B ineani onepadii noBuHHI npoBognTucs
B TPbOX OKpemux 3oHax (ans suaineHHs OHK/PHK, npurotyBaHHs
pearenTiB ans MJ1P, amnnicgikauii), wob 3anobirtn koHTamiHauii.

BHyTpiWwHin KOHTpOnb BHyTpiWwHIN koHTponb (BK), MiweHH0
akoro € PHKasa P noguHn, notpibeH pna nigTBepOXeHHs
notpannsHHs BugineHoi OHK y peakuinHi npobipku. BHyTpiWwHIn
KOHTPOMb BUKOPWUCTOBYETLCA ANSt  MOHITOPUHTY  e(eKTUBHOCTI
erany ekctpakuii OHK, a Takox Ans nepeipkn Oyab-sKoro
iHridyBaHHs MNJ1P.

Mo3nTuBHUM KOHTpONb 3HayeHHs Ct NO3UTUBHOIO KOHTPOIIO Mae
gopiBHioBaTM 28 + 4, iHWI 3Ha4YeHHA BKa3ylOTb Ha HasiBHICTb
npobnem.

Mpotokon MNP

1. Po3moposbTe BCi KOMMNOHEHTU NpuW KiMHaTHIM Temneparypi,
kpim E.faecium RM 2. MNoknagite komnoHeHT E.faecium RM
2 Ha nig. PetenbHO nepemiwante KOXXeH KOMMOHEHT, NOTiM
ocafiTe  Kpanni  KOPOTKOYaCHUM  LEHTPUdYryBaHHSM.
MepeHeciTb yci peareHTn Ha nig abo oxonomKyruniA 6rok.

2. KiHueBnn o6’em peakuiiHoi  cymiwi (Master Mix)
OTPUMYETBLCSI  LUMSIXOM MHOXEHHSI OKPEMUX peaKUiiHUX
o6’emiB E.faecium RM 1 ta E.faecium RM 2 Ha 3aranbHy
KinbkicTb 3paskiB. [py LbOMY BpaxoBylOTbCS OOCHIAXKYBaHi
KMiHIYHI 3pa3kn Ta KOHTPOMbHI 3pasku. Ona yHUKHEHHS
NnoxmbBoK Mpu poskanyBaHHI PEKOMEHAYETLCH BpaxoByBaTy
OOAAaTKOBUA 3pas3oK Mpu MigpaxyHKy 3aranbHoOl KifbKOCTi
3paskis..

3. [Ons npuroTyBaHHsa MawncTep-cymiwi pogante 14 Mkn
E.faecium RM 1 1a 1 mkn  E.faecium RM 2 ansa koxHoro
3pa3ka Yy nigrotoBneHi npobipku. [licnsa npuroTyBaHHs
MancTep-mikcis obepexHo nepemiluaTti cymiw
ninetyBaHHAM abo Ha BOpTEKCi Ta ocaguTu Kpanni
KOPOTKOYACHUM LUeHTpudyryBaHHaM. BHectn no 15 mkn
NpuUroToBaHoi cymiwi y npobipku/nnaHwet anga MJIP. Nicns
BHECEHHSA MaKncTep-MikCy Yy FyHKM JogamTte no 5 mkn
ekctparoBaHoi  OHK, NO3NUTUBHOIMO  KOHTPOMO  Ta
HeraTMBHOrO KOHTPOMKO Yy BIigNoOBigHI Npobipku. 3akpuTn
KPULWIKA 4YM  3aKneiTm nnaHwetT Ta ocaauTu  Kpanni
LEHTPUdYryBaHHSAM.

4. 3anporpamymTte npunag Ana  amnnidgikadii - 3rigHo
npoToKory, HaBegeHoro y Tabnuui 3. Bkasatu o6’em 3paska
20 mkn.

Tabnuuga 3: Mporpama amnnidikadlii

HasBa etany Kinekicte TemnepaTtypa Yac
uMKniB
AKTuBaLs 1 95°C 2 x8
nonimepasu
95°C 10 cek
Amnnidgikauis* 4
mnnidpikauis 0 60°C 20 cex

* Detekuina donyopecueHuii npu 60°C 3a kaHanamu FAM ta HEX

5. O6patu BuMiptoBaHHs piBHS dnyopecueHuii npn 60°C 3a
kaHanamu FAM ta HEX.

6. BanyctuTtu nporpamy.

7. TporpamyBaHHA npunagy Ta aHania  pesynbraTiB
30iiCHIOBaTH BiANOBIAHO A0 IHCTPYKLii BUPOOHUKA.
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AHani3 gaHunx

3HayeHHs1 Ct anst NO3WTUBHOIO KOHTPOSO MOBWHHO OOpPIBHIOBATH
28+4, a HeraTMBHOrO KOHTPOMIO Yy BCiX KaHanax MoBWHEH OyTu
HeraTMBHUM. B iHLWIOMY BUNagKy eKCnepuMeHT Chig NOBTOPUTH.

Pesynbtath  ana  KOXHOro  MamncTep-Mikcy  iHTepnpeTysaTu
HacCTYyMHUM YUMHOM:

[o3nTrBHUI Ha
Enterococcus faecium

Pesynerat BanigHui.
36yaHUK He BUABMNEHO

HeanigHun pesynbrar.
- - 3pasok cnig NoBTOpHO
npoTecTyBatu

IHpopmauina ona 3aMoBNeHHs

HasBa npogykrty ®dacyBaHHA KaTt.Ne

RevoDx Enterococcus .
faecium gPCR Kit 100 TecTiB IP202212-100
RevoDx Enterococcus

faecium gPCR Kit

500 TecTiB 1P202212-500
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