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LABORATORIES

Habip ansa
BUSIBJIEHHS reHiB
Pe3UCTeHTHOCTI A0
kap6aneHemiB (blaNDM,
blaKPC, blaIMP, blaOX A48,
blaVIM)

Carbapenem resistance qPCR Kit

IHCTPYKLUiIA 3 BAKOPUCTaHHA

flkicHe BUAABNEHHA HaCTYNHUX reHiB pe3ncTeHTHOCTI Ao
kap6aneHemiB: blaNDM, blaKPC, blalMP, blaOXA48,
blaVIM

Ons pgiarHocTuUKM in vitro

Ons npochecitHOro BUKOPUCTaHHS c €

KaTanoxHi Homepwu:

IP202207-100 — 100 TecTiB
1P202207-500 — 500 TecTiB

Cknap Habopy

KomMmnoHeHT 100 tectiB | 500 TecTiB
Carbapenem RM 1 1400 mkn |5 x 1400 Mk,
2 [Carbapenem RM 2 100 mkn 500 mkn
Carbapenem lMo3uTtneHMi
3 | KOHTPOMbHWIA 3pa3ok 100 mkn 200 mkn
Positive control)
Carbapenem HeratusHun
4 | KOHTPOMNbHWUIA 3pa3ok 100 mkn 200 mkn
Negative control)

TpaHcnopTyBaHHSA, 36epiraHHA Ta cTabinbHiCTb
HabGopu MoxHa TpaHcrnopTyBatu npu Temnepatypi Big +2°C go
+8°C. Bci komnoHeHTn Habopy RevoDx Carbapenem resistance
gPCR Kit cnig 36epiratn npu Temnepatypi Big -25°C go -15°C.
Cnig yHukatn 36epiraHHa npu Ginbl BMCOKMX Temnepartypax. 3a
YMOB  HanexHoro 30epiraHHs  BCi  KOMMOHEHTM  Habopy
3anuwaTbea CTabiNnbHUMKU A0 3aKiHYEHHS TepMiHy NpUAATHOCTI,
BKa3aHOro Ha eTukeTui npogykty. PeareHt Carbapenem RM 1 He
MOXHa 3aMOpOXyBaTW-pPO3MOPOXYBaTH Ginblle 3 pasis, Le Moxe
NPU3BECTU [0 3HWXEHHS 4yTnuBocTi Habopy. Mpu HeobxigHOCTI
36inNbLUEHHsT KiNbKOCTI LMKIIB 3aMOPOXYBaHHSA-PO3MOPOXYBaHHS,
po3ginite Habip Ha Kinbka anikBoT 3py4HOro o6’emy Ta 3b6epiraite
npu Temnepatypi Big -25°C o -15°C.

MepenbavyeHe BUKOPUCTAHHA
RevoDx Carbapenem resistance qPCR Kit — ue TMJIP-tect y
peanbHOMY 4aci, MpPU3Ha4YeHUn Ons SKICHOro BUSABIIEHHS TEHIB

pe3ncTeHTHOCTI A0 kapbaneHemiB blaNDM, blaKPC, blalMP,
blaOXA48, blaVIM.

MO3MTMBHI pes3ynbTaT He BUKMAKYAKTb HASBHOCTI TaKOX iHLUIMX
reHiB 4n myTauii. BusiBneHun reH moxe He OyTM OCTaTO4HOM
NPUYMHOK PE3NCTEHTHOCTI. HeraTunBHI pe3ynsraTtv He BUKINOYaTb
HasBHICTb PE3UCTEHTHOCTI i He MNOBWHHI BUKOPUCTOBYBATUCS $IK
€OnHa nigctaBa Ans NPUAHATTA pilleHb LWOoAOo NiKkyBaHHSA nauieHTa.
HeraTuBHi pesynstatu BapTo KOMBiHyBaTK 3 KNiHIYHOK KapTUHOIO,
icTopi€eto nauieHTa, Ta enigemionoriyHo iHopMauieto.

Habip RevoDx Carbapenem resistance qPCR Kit npuaHavenun
Ons npodecinHOro BUKOPUCTaHHS KBanichikoBaHMM nabopaTtopHUM
nepcoHarnom, Lo NpovwoB HaB4yaHHs metogam [MJ1P y peansHomy
yaci Ta npoueaypam Ans AiarHocTuku in vitro.

OOMeXeHHs Woa0 BUKOPUCTAHHA NPOAYKTY

e  BukopucToByBaTV nuLLe 3@ NPU3HAYEHHAM

e HabGip RevoDx Carbapenem resistance
npU3HaYeHnn gnsa giarHoCTUKK in vitro.

e [loTeHuiriHi MyTaLii B LiNbOBUX 06nacTax reHoMy naTtoreHa,
3anyvyeHMx y  peakuii, MOXyTb  Mpu3BecTM [0
XNOHOHEraTUBHUX pe3ynbTaTiB TECTY.

e Ller Habip BanigoBaHO AN BMKOPUCTaHHS i3 3paskamu
LirnbHOI KpoBi abo reMoKynsTypamMu. TeCTyBaHHS 3 iHLLUMMMW
TMNaMm 3paskiB MOXe NPU3BECTU 10 HETOYHUX pe3ynbTaTiB.

e KynbTypu KpoBi MOXyTb MicTuTu iHriGitopu MNP, Taki
fIK noniaHeToncynbcoHat HaTpito (SPS). IHriciTop SPS
HeAOCTaTHLO BUAANAETLCA 3 KYNbTYp KPoBi GinbLuicTio
metoniB ekctpakuii [OHK. Ona BuaineHHa OHK
naTtoreHis i3 3paskiB remMoKynksTypu cnig
BukopuctoByBatn RevoDx DNA Purification Kit from
Blood Culture.

e |Hribitopn T[NP B enwatax MOXyTb MpU3BECTU OO
XnbHoHeraTnBHMX abo HeBanigHWX pe3ynsTaTiB TECTY.

e [lnAa OTpUMaHHs [OCTOBIpHUX pe3ynbraTtiB  HeobXigHO
OOTpMMyBaTUCh npaBuIbHUX MeToziB 360py,
TpaHcnopTyBaHHS, 30epiraHHsa Ta 06pobkm 3paski..

e Habip npu3dHayeHun pans npodecitHOro BUKOPUCTaHHA
KBanigikoBaHMM MNepcoHanoM, Lo MNpPOWLIOB BignoBigHe
HaBYaHHS.

e [loTpumynTecs iHCTPYKLi 3 BUKOPUCTaHHS 0 Habopis ans
OTPUMaHHA onTumanbHux pesyneraris [MI1P.

e He BuKkopucToByiTe Habip nicns 3akiHYEHHs TepMiHy
npupatHocTti. KomnoHeHTM Habopy 3 pi3HMX cepin He
MOXHa 3MillyBaTy.

gPCR  Kit

Onuc npoaykrty

RevoDx Carbapenem resistance qPCR Kit — ue Habip ans
BUSIBNIEHHA TEHIB pe3ncTeHTHocTi Ao kapbaneHemis (blaNDM,
blaKPC, blaIMP, blaOXA48, blaVIM) metogom MNJP y peansHomy
yaci. MNig vac pennikauii OHK y xogi TP, Mivyenni
nyopecueHTHUM 6apBHMKOM  30HA  ribpuamsyetbcs 3
OHK-matpuueto i pynHyetbesa 5'-3' eHAOHYKNEeasHo aKTUBHICTIO
OHK-nonimepasn Thermus aquaticus (Taq) B Mipy NOOOBXEHHS
npanmepa [UIP. 3oHg poswennoeTbca nuwe Togi, Komu
BioOyBaeTbcst  pennikauis  AHK, npu domy BigbyBaeTbcs
po3aineHHs monekynu dnyopecueHTHoro 6apBHMka Ta MONeKynu
racHuka. YTBopeHi npopyktn [MJIP MOXHa BUSIBUTU MNPOTArOM
KifTbKOX XBWMH 3aBOSAKW MiOBWLLEHHIO PiBHA donyopecueHuii, ske
BiAOyBaeTbCA €KCMOHEHUanbHO 3 KOXHUM HaCTYMHUM LUKIIOM
amnnidpikauii y xogi MNP. Mapametp Ct (noporoBui umkn) — ue
HOMep UMKy amnnidikadii, npy SskoMy criyopecueHUis peakuinHot
cymili nepesuLLye dikcoBaHe NOporosBe 3HavyeHHs. [ns nepesipku
SAKOCTI  eKCTpakuii  HYKMeiHOBMX KUCMAOT Ta  MNPOXOMKEHHSs
amnnicdpikauii B Habopi BUKOPWUCTOBYETHLCS BHYTPILLIHIN
KOHTpOnbHWI 3pa3ok (PHa3a P niognnn).

Mpunagm
Habip RevoDx Carbapenem resistance qPCR Kit moxHa
BMKOpUCTOBYBaTH i3 amnnicpikatopamu ang MJIP y peansHoMy yaci

iDIL BIOTECH ARASTIRMA SAN. VE TIC. LTD. STI.
Barig SB Mah. 5003 Sk Kadir Has Binasi Kisim A
No: 2 I¢ Kapi No: Z14 Gebze-Kocaeli-TURKEY

H dihiotech

TenedboH: +90 262 644 1614
e-mail: info@idilbiotech.com
http://www.idilbiotech.com/

Lok.Ne / Peq.Ne : KK202207/ -
[ata Bunycky / ata nepernsagy : 12.01.2022 / -



BIO-RAD CFX96, Tianlong Gentier 96, Applied Biosystems
QuantStudio5, a Takox npunagammn [OHK-texHonorii cepii OT
(DT-prime, DT-lite). Ane RevoDx Carbapenem resistance qPCR
Kit TakoXX MOXe BMKOpMCTOBYBaTUCb 3 GinbLUicTio amnnidikaTopis
ana MNP y peaneHomy 4Yaci 3 kaHanamu FAM i HEX.

3aranbHumn onuc

PeancTeHTHiICTb A0 kapbaneHemiB € BaxnumBow npobrnemoto
OXOPOHW 300pOB’'s,, sIKa akTyanbHa B YcboMy CBIiTi. CTilKiCTb
3yCTpiYaeTbCA B OCHOBHOMY cepef rpamMHeratuBHUX 30yaHWKIB,
Takmx sk Klebsiella pneumoniae, Pseudomonas aeruginosa Ta
Acinetobacter baumannii, i moxe 6yTn onocepenkoBaHa BaCHUMM
abo TpaHCMICMBHMMM reHamu, Lo KoaytoTb kapbaneHemaay.
KapbaneHnemu - Le noTyxHa rpyna 6era-nakramHux (CnopigHeHnx
3 MeHiUMmniHoOM) aHTMBIOTKKIB LUMPOKOro cnekTpy Aii. Y Garatbox
BUNagKax Le OCTaHHin edeKTUBHUA 3axucT Big iHdekuin,
CMPUYNHEHNX MYNBTUPE3NCTEHTHUMM BaKTEPIAMN, TAKUMU SK OESIK
wtamn Klebsiella pneumoniae Tta Escherichia coli. CTinkictTb oo
kapbaneHeMiB BUWHWKNA | pPO3MNOBCIOOXKYETbCSA, TOMY po3pobka
HOBMX aHTMBIOTUKIB CTae HeobxigHOW, a nikapHi MakTb
3abesnevyBatM  eMEKTUBHWA  iH(PeKUiiHUA  KOHTpOnb  And
nonepeaKeHHsi PO3NOBCIOMKEHHSA PE3UCTEHTHUX LUTaMiB.

IHcpopmauin woao 6esnekn

e  KniHiyHi 3pa3ku cnig po3rnsaaaTtu gk NOTEHUINHO iHGEKLiHI;
3 HMMK cnig npautoBat B 30Hi 6iobe3anekn 1-ro abo 2-ro
piBHS, 3anexHo Big 30yaHVKa iHdeKu;i.

e Yci oTpumaHi Bigxogu cnig BBaXaTu  MOTEHLINHO
iHeKUiiHUMK. 3 HUMU cnig NOBOAMTUCL Ta YTURi3yBaTu
BiQnoBiaHO 40 MicLeBux NpaBun 6esneku.

e YHukamte OyOb-SKOro KOHTaKTy LWKipM 3 peareHTamu
Habopy. Y BUNagKy KOHTaKTy peTenbHO NPOMUTY BOAOHO.

e  YHukante po3bpun3KyBaHHS Ta YTBOPEHHSI aepo3oniB.

e [licna poGoTtn i3 KNiHIYHMMKM 3pa3kamMy Ta peareHTammu
HeobXigHO MUTK PYKM.

e |HopmaLilo CTOCOBHO XiMiYHOrO ckragy Ta Ge3neyvHocTi
peareHTiB Towo (MSDS information) moxHa oTpumatu Big
BUPOGHMKA Y1 A1Or0 NpeacTaBHMUKA 3a 3anUTOM.

e [lpu poborti B nabopatopii Bukopuctosysatu 313.

e Ha nouvatky Ta B KiHUi poboTn AesiHdikynTe yci poboui
NMOBEPXHi 3HE3APAXYUYNMMU PO3HNHAMM.

e [lepekoHanTecb, WO YCi po3XigHi MaTepianM MawTb
MapkyBaHHss DNase/RNase-free.

e [loBoabTecs 3 yciMa martepianamu BiAnoBiAHO A0 MpasBun
pobotn B nabopaTopisx, WO MNPOBOAATL AOCHIOKEHHS
MOSEKYNSAPHO-reHETUYHUMU  MeTodamu, LWwob 3anobirtu
nepexpecHin KoHTamiHaLii.

e  BukopuctoBynTe Tinbku nosipeHi/kanibposaHi go3atopu Ta
HaKOHEYHVKN 3 aepo30fIbHUM INETPOM.

e 30epiramte Habip nopani Big Oxepen 3abpyoHEHHSA
HYKNeiHOBMMM  KucnoTamu,  0cobnvMBO  npoayKTamu
amnnigikawii.

e YCi MaHinynsauii BapToO NpPOBOAUTM B OKPEMWX 30HaX

(ekctpakuia OHK/PHK, npurotyBaHHS peakuiiHuX CyMmillen,
amnnidikauis).

e Yce obnagHaHHA Ta BWUTPaTHi MaTtepiany ANA KOHKPETHOI
onepadii NOBMHHI 3HAaXOOAUTUCS B 30Hi, A€ BUKOHYETLCS Lisi
onepauid, i He MOBMHHI MepeMiwartuca MK Pi3HUMK
30HaMu. PykaBuYKM crif 3MiHIOBaTW NpU Nepexoi y KOXKHY
30Hy. JlabopaTtopHi xanaTtv MoBWHHI ByTM okpemumn Ans
KOXXHOI 30HU i IX HE MOXXHa HOCUTUM 3a MeXaMu LLiEl 30HW.

e Po0OTM MOBMHHI BWKOHYBaTUCb B OOHOMY HarpsiMKy,
noymHaroum i3 3oHM ekctpakuii JHK/PHK i 3akiHvytoumn
Bi4NOBIAHMMM 30HaMV BUKOPUCTAHHS.

Xapakrepuctuku Habopy

Mexa BusBneHHsa (LoD) - AmwnanituuHe pocnipXeHHs
yyTnuBOCTi: [nsa Bu3HayeHHs Mexi BugasneHHs (LoD) 6yna
nigroToBneHa cepis po3BedeHb CUMHTETUYHOrO bparmMeHTy reHa

aHTUBIOTMKOPE3UCTEHTHOCTI, W06 OTpMMaTU KiHUEBI KOHUEHTpaLi
2430, 810, 270, 90 1a 30 KYO/mMn wnaxom po3BeAeHHs 3pa3kamu
LinbHOT KpOBI, 3ibpaHUMK y HeraTMBHKX OCI0, ANs iMiTauii KniHiYHKMX
3paskiB. [IHK natoreHa ounwanu 3a gonomoroto RevoDx Genomic
DNA Purification Kit from Bacteria. KoxHe po3segeHHsi Gyno
nepesipeHo B 24 nosBTopax. 3HauyeHHs Mexi BusiBneHHs (LoD)
Oyno pos3paxoBaHO LWMASAXOM MpobiT-aHanidy. 3Ha4YeHHs Mexi
BusBneHHa (LoD) craHosuno 100 KYO /mn. Ue 3HaveHHs LoD
Oyno niaTBepmXeHo TecTyBaHHAM popatkoBux 20 pennikartiB i3
KoHUeHTpauieto 100 KYO /mn. Yci 20 pennikaTiB ganv nosvTuBHI
pesynsTatu Agns MileHi, Takum 6yno nigTBepaxeHo, wo LoD
ctaHoBuTb 100 KYO/mn.

IHKNIO3UBHICTDL:

[nsa nocnigoBHOCTEN KOXHOIO reHoTMMYy, JOCTYMNHUX y 6a3ax AaHux
NCBI, 6yno npoBefeHo iHKMIO3MBHUI aHani3 in silico npanvepis i
3oHaiB RevoDx Carbapenem resistance qPCR Kit. Pesynsratu
nokasanu, WO AiNSHKW, $Ki  po3ni3HalTbCA  po3pobneHnmu
npanmepamm Ta 3oHdamu, mawTb 100% romonorito 3 ycima
AOCTYMHMMU  NOCMIAOBHOCTAMMU reHoTunis 3 6a3 AaHux/GaHkis

AaHux HauioHanbHoro ueHTpy 6GioTexHonoriyHoi  iHdopmauii
(NCBI).

MepexpecHa peakTUBHICTb:

MepexpecHa peakTuBHiCTb Habopy RevoDx Carbapenem

resistance qPCR Kit 6yna ouiHeHa ik 3a [ONOMOrol aHanisy in
silico, Tak i 3a gonomorot TectyBaHHA metogom [JIP. Axanis in
silico npavimepiB i 3oHaiB RevoDx Carbapenem resistance gPCR
Kit npoTM nocnigoBHoCcTel 26 naToreHiB nokasas, WO Habip €
cneundiyHMM 00 CBOET MilLEHi | HE Jae nepexpecHOoi peakuii 3
uumn  natoreHamu. [lepepaxoBaHi Hwkve 25 306ygHukiB Oynu
npoTecToBaHi Ha nepexpecHy peakTuBHiCTb Metogom [P 3a
ponomoroto Habopy RevoDx Carbapenem resistance qPCR Kit.
X1BHONO3NTMBHUX pe3ynbTaTiB HE BUSIBMEHO.

Hwkdye HaBegeHi  pesynbtaT  OOCHIOXKEHHS  MepexpecHoi
peakTUBHOCTI, K in silico, Tak i meTogom IMNJ1P.
AHani3 nepexpecHoiI peakTUBHOCTI in silico

OpraHi3am PesynbraTt

Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae romonorii
Hemae 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
EHTepoBipyc (Hanp. EV68)
PecnipaTtopHo-CUHUMTIansHWn Bipyc
PuHoBipyc

ApeHosipyc (Hanp. C1 Ad. 71)
MetanHeBmoBipyc noanHu (hMPV)
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AHani3 nepexpecHoi peakTuBHocTi metogom MNJIP

OpraHism Dxepeno KoHueHTpauis Pesynbrar
Chlamydia KniHivHnn He npu3HaveHa He
pneumoniae 3pasok oOVHWLSA BUMIpY BUSIBIEHO
Haemophilus KniHiyHmn He npu3HaveHa He
influenzae 3pa3ok 0oOVHMLISA BUMIpY BUSIBIIEHO
Legionella KniHiyHnn He npu3HaveHa He
pneumophila 3pa3ok OOVIHWLIA BUMIPY BUSABMNEHO
Mycobacterium KniHiyHnn He npu3HaveHa He
tuberculosis 3pasok oanHWLA BUMIDY BUSABNEHO
Streptococcus KniHiyHmn He npu3HaveHa He
pyogenes 3pasok 0AVHWLSA BUMIpY BUSIBIEHO
Bordetella pertussis KniHivHnn He npusHayeHa He
3pasok 0OVHMLSA BUMIpY BVSIBNIEHO
Mycoplasma KniHiyHmn He npu3HaveHa He
pneumoniae 3pa3ok OaVHMLSA BUMIpY BUSIBIIEHO
Pneumocystis jirovecii KniHivHnn He npu3HaveHa He
(PJP) 3pasok 0OVHULSA BUMIDY BUSIBIIEHO
] KniHiyHun He Npu3HayeHa He
Enterococcus dispar .
3pasok 0oOVHULSA BUMIDY. BUSIBNIEHO
Listeria KniHiyHnn He npu3HaveHa He
monocytogenes 3pasok 0oOVHWLA BUMIDY BUSIBNIEHO
Nei . P KniHiyHmn He npu3HaveHa He
eisseria meningitidis .
3pa3ok 0AVHMLSA BUMIpY BUSIBIIEHO
A . . KniHiyHmn He npu3HaveHa He
spergillus niger .
3pa3ok OOVHMLS BUMIpY BUSIBIIEHO
Koponasipyc ntoguHm | NIBSC (KaT.Ne: He npu3HaveHa He
(229E) 09/132) OANHNLIA BUMIpY BUSABNEHO
PuoBipyc NIBSC (Kat.Ne: He NpusHaveHa He
08/324) oOVHWLS BUMIpY BUSIBIEHO
. NIBSC (Kat.Ne: s He
AneHosipyc 16/324) 2.0x10° MO/mn BUSBREHO
Blpy(; rpury NIBSC (Kat.Ne: He npusHaveHa He
(A/Christchurch 07/296) OOUHMLSA BUMIPY BUSAIBIEHO
/1/2003, H1N1)
Blpyc_ rpury NIBSC (Kat.Ne: He npu3HaveHa He
(A/Wyoming/3/2003, 07/298) o )
H3N2) OVHWLSA BUMIPY BUSIBNIEHO
Bipyc rpuny NIBSC (KaTt.Ne: He npu3HaveHa He
(B/Jiangsu/10/2003) 07/300) oOVHWLSA BUMIpY BUSIBIEHO
Bipyc imyHogediumT! .
mo?l//mw 1yT|/|nyq()BIJ'I-¥, NIB?g/,I(KaT'NQ' 1.25x10°MO/mn He
HIV-1) 94) BUSIBNIEHO
Bipyc imyHogediunTy .
noavHmn 2 Tuny (BIN-2, NIB?gz(ggT'NQ' 2.8x10°MO/mn He
HIV-2) ) BUSIBIEHO
PecnipatopHo-cuHumTi | NIBSC (Kat.Ne: He NpusHaveHa He
NbHUI Bipyc A2 08/120) OANHNLA BUMIpY BUSIBNIEHO
Bipyc naparpuny 1 | NIBSC (Kat.Ne: He npu3HaveHa He
Tmny 08/176) OAMHULSA BUMIDY BUSIBNIEHO
Bipyc naparpuny 2 | NIBSC (KaT.Ne: He Npu3HayeHa He
TNy 08/178) OANHULIA BUMIpY BUSIBIIEHO
Bipyc naparpuny 3 | NIBSC (KaT.Ne: He npu3HaveHa He
vny 08/118) 0oOuHULUA BUMIDY BUABMEHO
Bipyc naparpuny 4 | NIBSC (Kat.Ne: He npu3HayeHa He
mny 08/180) 0oOVHULA BUMIDY BUSIBIEHO

DopatkoBi MaTepianu Ta obnagHaHHA
e HaGip ansa suginenHs OHK 3 6aktepii RevoDx Genomic
DNA Purification Kit from Bacteria (Kat.Ne: 1P201917;
IdilBiotech, Type4unHa) abo Habip ana suaineHHs OHK i3
remokynsTyp RevoDx DNA Purification Kit from Blood

Culture (KaT.Ne: IP202225; |dilBiotech, Type4unHa)

mapkyBaHHsaM DNase/RNase-free

e Hacrtinbha

MikpoLeHTpudyra
MJIP-nnaHweTiB/cTpmn-npobipok

Amnnicpikatop ans MNJP y pexumi peanbHOro yacy
BignosigHi 313 (xanar, pykaBu4ku, okynsipm)
MikponineTtku (0.5 mkn — 1000 mkn)

HakoHeuHMKn ona gosatopiB 3 aepo30ribHUM dinkTpoM Ta

Mikponpo6ipku 1,5 mn 3 mapkyeaHHam DNase/RNase-free
BuxpoBuir 3amiyBay (BOpTEKC)

ans

e HactinbHa MikpoueHTpudyra ans o6'emom
1,5-2,0 mn

e [poGipkn abo nnaHweTtn ansa MJP y peansHomy 4aci.

npobipok

MiaroroBka 3pa3kiB

I3 gaHum HabopoM MOXXHA BMKOPUCTOBYBATM BCi 3pa3ky HYKIMEIHOBUX
KACMOT, npuaaTtHi gna adanisis metogom PCR. Habip 6yno
BanigoBaHO AN BUMKOPUCTaHHA 3i 3paskamMy LiNbHOI KpoBi Ta
KyneTyp KpoBi. KniHiyHi 3pasku cnig posrnagatv K NOTeHUinHO
iHcbekUivHi; nig 4ac 3abopy Ta 00pobkM 3paskiB  HeoOXigHO
OoTpumyBaTUCb  3anobikHMX  3axofgiB  woao  30ygHukiB, WO
nepenarTbCcs Yepes KpoB.

KniHiunctn (@ Takox  denbawepu, MeacecTtpu, nikapi Ta
creuianictn, NoB’sidaHi i3 MegMUWHOK) HeCyTb BiAMOBIgANbHICTb 3a
BMKOPUCTaHHS MpaBuIbHOI Npoueaypw nig vyac 36opy Ta 6e3neyHoro
TpaHCnopTyBaHHA  3pas3kiB no  nabopatopii.  [JoCTOBIipHiCTb
pes3ynbTaTiB TeCTYBaHHSA 3HAYHOK MIpOI0 3anexuTb Bid HanexHoi
NpaKkTUKM Ha NpeaHaniTM4HOMy eTani, Lo Takox nepenbavae ToUHe i
NoBHE JOKYMEHTYBaHHS.

Micns 36opy He 36epiranTe LinbHY KPOB NpuW KiMHaTHIN TeMneparypi
poBwe 4 roguH. TpaHCnopTyBaHHSA LiNbHOI KPOBi, cMpoBaTkm abo
nnasMy Mae Bianosigatv gepxasHum abo MicLeBMM HOpMaM.

MpoTokon

Bupginennsa OHK Ons suainenHs OHK 36yaHuka 3 kniHivHMX 3paskiB
cnig sBukopuctoByBaTn Habip RevoDx Genomic DNA Purification Kit
from Bacteria abo RevoDx DNA Purification Kit from Blood Culture.
BuKkopuCTaHHs iHWWX peareHTiB MOXe HEeraTMBHO BMIMHYTM Ha
XapakTepuctukm Habopy. Byab nacka, OOTPUMYMTECH iHCTPYKLIN
BUPOGHUKa obpaHoro Habopy ans sugineHHs OHK/PHK. B igeani
onepauii MOBWHHI NPOBOAUTUCA B TPbOX OKPeMux 30Hax (ans
BuaineHHs OHK/PHK, npurotyBanHa peareHtiB ans [P,
amnnicpikayii), Wwob 3anobirTn koHTamiHaLii.

BHyTpiWHiN koHTponb BHyTpiWwHih kKoHTponb (BK), mileHHo skoro
€ PHKaza P noguHn, notpibeH ansa nigTBepa)KeHHs1 NOTpanmisiHHSA
BuaineHoi OHK vy peakuiiHi npoGipku. BHyTPIiWHIA  KOHTPOSb
BMKOPUCTOBYETLCA AF1S MOHITOPUHIY e(peKTUBHOCTI eTany ekcTpakuii
OHK, a Takox ansa nepesipku 6yap-sKkoro iHribysaHHs IMI1P.

Mo3uTuBHUM KOHTpOnb 3HaveHHs Ct NO3UTMBHOIO KOHTPOMO Mae
JopiBHioBatM 28 + 4, iHWI 3HA4YeHHA BKa3ylOTb Ha HasABHICTb
npobnem.

Mpotokon MNP

1. Po3Mopo3bTe BCi KOMMOHEHTU MpWU KiMHATHIN TemnepaTypi, Kpim
Carbapenem RM 2. MNoknagite komnoHeHT Carbapenem RM 2 Ha
nig. PeTenbHO nepemiwante KOXEH KOMMOHEHT, MOTiM ocagiTh
Kpanni  KopoTKoYacHUM  LeHTpudyryBaHHAM. [lepeHecitb  yci
peareHTV Ha nig abo OXonomxy4unii Grok.

2. KiHueBuin o6’em peakuiiHoi cymiwi (Master Mix) oTpumyeTbes
LLSISIXOM MHOXEHHS1 OKpeMmuX peakLuiiHux 06’emie Carbapenem RM 1
Ta Carbapenem RM 2 Ha 3aranbHy KinbkicTb 3paskis . [1pu Lubomy
BpaxoBYlOTbCA AOCMIAXKYBaHI KMiHIYHI 3pa3ky Ta KOHTPOIbHI 3pasku.
[ns  yHWKHEHHA nNoxvMbOK npu poskanyBaHHI pPeKoOMeHOYeETbCA
BpaxoByBaTW [0OATKOBWMA 3pasoK npu  NigpaxyHKy 3ararnbHoi
KiNbKOCTi 3paskiB.

3. Ina npuroTyBaHHA MancTep-cyMiwi gogante 14 mkn Carbapenem
RM 1 ta 1 mkn Carbapenem RM 2 ans kKoxHoro 3paska y
nigrotoeneHi npobipku. [licns npurotyBaHHs  MancTep-MikciB
o6epexHO nepemiwaTtv Cymill nineTyBaHHAM abo Ha BOpTeKCi Ta
0CaguTU Kpanni KOpoTKOYaCHUM LeHTpudyryBaHHsaM. BHectn no 15
MK MpurotoBaHoi cymiwi y npobipku/nnaHwer ans MNP TMicns
BHECEHHSA MancTep-MikCcy y NyHKM goganTte no 5 MKN ekcTparoBaHol
OHK, no3aMT1BHOro Ta HEraTMBHOIO KOHTPOSIO Y BiANOBIAHI NPObipKM.
3aKpuUTM  KPULLKA 4YM  3akneiTu nnaHweT Ta ocagutu  Kpanni
LEHTPUAdYryBaHHSAM.
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4. 3anporpamyinTe npwnag AnA amnnidikauii 3rigHO MPOTOKOMy,
HaBegeHoro y Tabnuui 3. Bkasatu 06’em 3paska 20 mkn.

Ta6nuusa 3: MNporpama amnnidgikauii

HasBa etan KintkleTs Temnepatypa Yac
y uukKnise paryp
AxtugaLis 1 95°C 2 x8
nonimepasu
95°C 10 cek
Amnnidpikauis* 40
60°C 20 cek

* OeTekuin cdonyopecueHuii npu 60°C 3a kaHanamu FAM Ta HEX

5. O6patn BuMmipioBaHHA piBHA cnyopecueHuii npu 60°C 3a
kaHanamm FAM ta HEX.

6. 3anycTtuti nporpamy.

7. lMporpamyBaHHs npunagy Ta aHania pesynbTaTiB 34iMcHIoBaTU
BiANOBIAHO A0 IHCTPYKLIi BUpOOHUKaA.

AHani3 gaHux
3HayeHHA Ct Ana MO3WMTMBHOIMO KOHTPOMK MOBMHHO OOPIBHIOBATU
28+4, a HeratMBHUIM KOHTPOMb Yy BCiX KaHanax MNoBWHEH OyTu

HeraTneHUM. B iHLLIOMy BUNAAKY eKCnepumMmeHT cnig NOBTOPUTH.

PesynbraTtv Ans KOXXHOro MancTep-Mikcy iHTeprnpeTyBaTV HaCTYMHUM
YNHOM:

+ + leH PE3NCTEHTHOCTI
BUSIBNEHO
Pesynbrat BanigHui. leH
- + PE3NCTEHTHOCTI He

BUSIBNEHWI

HeanigHun pesynbrar.
- - 3pas3ok cnig  MOBTOPHO
npoTecTyBaTh

IHdbopMaLiss Ans 3aMOBJIeHHSA

HasBa npogykrty ®PacyBaHHSA KaT.Ne
RevoDx Carbapenem .
resistance gPCR Kit 100 TecTiB 1P202207-100
RevoDx Carbapenem .
resistance qPCR Kit 500 TecTiB IP202207-500
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