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LABORATORIES
Habip ans

BUSIBINTIeHHSA reHiB

OeTa-nakramas
pPO3LWNPEHOro CneKkTpy Ail

Extended Spectrum Beta-Lactamases
(ESBL) Genes qPCR Kit

IHCTPYKLUiIA 3 BUKOPUCTaHHSA

fAkicHe BUABNEHHA reHiB 6eTa-nakramas po3LUpPEeHOro
cnekrtpy aii (CTX-M, TEM, SHV)
Ons pgiarHocTUKM in vitro

Ons npodecinHoro BUKOpUCTaHHSA
KaTanoxHi Homepu: c €
IP202259-100 — 100 TecTiB

IP202259-500 — 500 TecTiB

Cknap Habopy

KomMnoHeHT 100 TecTis| 500 TecTiB
1 ESBL RM 1 1400 mkn [5 x 1400 mky
2 ESBL RM 2 100 mkn 500 mkn
3 FSBL ﬂosmmla!mvl KOHTPONbHUN 100 Mk 200 MKn
3pasok, (Positive control)
4 FSBL HeraTMBHl_AM KOHTPOIbHU 100 MKn 200 MK
3pasok, (Negative control)

TpaHcnopTyBaHHSA, 36epiraHHA Ta cTabinbHIiCTb
HabGopu MoxHa TpaHcrnopTyBatu npu Temnepatypi Big +2°C pgo
+8°C. Bci komnoHeHTu Habopy RevoDx Extended Spectrum
Beta-Lactamases (ESBL) Genes gPCR Kit cnig 36epiratn npwm
Temnepartypi Big -25°C po -15°C. Cnig yHukatn 36epiraHHa npu
OinbL BUCOKMX TemnepaTypax. 3a yMOB HanexHoro 30epiraHHs BC
KOMMOHEHTM Habopy 3anuwarTbCa CTabinbHUMKU [0 3aKiHYEeHHS
TepMiHy NpUAATHOCTI, BKa3aHOro Ha eTUKeTui npogykTy. PeareHT
ESBL RM 1 He MoXHa 3amMOpOXyBaTW-pO3MOPOXYBaTH GinbLue 3
pasiB, Le MOXe MPU3BECTM [0 3HWKEHHS YyTnuBocTi Habopy. Mpwu
HeobXiaHOCTI 30iNbLUEHHS KinbKoCTi umKniB
3aMOpPOXyBaHHA-PO3MOPOXKYBaHHS, PO3AINITb Habip Ha Kinbka
anikBoT 3py4yHoro o6’emy Ta 36epiranTe npu Temneparypi Big -25°C
po -15°C.

MepenbavyeHe BUKOPUCTAHHA

RevoDx Extended Spectrum Beta-Lactamases (ESBL) Genes
gPCR Kit — ue MJIP-TecT y peanbHoMy 4aci, Npu3HadYeHun ans
AKICHOTO BMSIBNEHHSA reHiB 6eTa-nakranas poLmnpeHoro cnekTpy Aii
(Extended Spectrum Beta-Lactamases, ESBL), a came
CTX-M, TEM, SHV.

Mo3nTMBHI pesynbTaTM He BUKMOYAKOTb HAsIBHOCTI TaKOX iHLIWX
reHiB 4n MmyTauiii. BusiBneHuin reH moxe He OyTuM OCTaTO4HO
NPUYMHOKD PE3NCTEHTHOCTI. HeraTuBHi pesynsTtaTtv He BUKNoYaoTb
HasBHICTb PE3VNCTEHTHOCTI i He MOBWHHI BMKOPUCTOBYBATUCH K

€anHa nigctaBa Ans NPUAHATTSA pilleHb LOAO NiKyBaHHSA nalieHTa.
HeratuBHi pe3ynsratv BapTo KOMOiHYBaTW 3 KIiHIYHOK KapTUHOL,
icTopieto nauieHTa, Ta enigemMionoridHo iHopmauieto.

Habip RevoDx Extended Spectrum Beta-Lactamases (ESBL)
Genes qPCR Kit npusHayeHuii ons NpodeciinHOro BUKOPUCTaHHS
kBanigikoBaHMM nabopaTopHUM MepcoHarioMm, Lo MPOWLLOB
HaB4YaHHA meTogam [P y peanbHOMy 4aci Ta npouegypam Ans
[iarHocTuku in vitro.

OOGMmexeHHs oo BUKOPUCTAHHA NPOAYKTY

e  BukopuctoByBaTy nuLLe 3a NPUSHAYEHHAM

e HaGip RevoDx Extended Spectrum Beta-Lactamases
(ESBL) Genes gPCR Kit npu3HayeHuin gnsa giarHoCTuKM in
vitro.

e [loTeHuiHi MyTaUii B LiNbOBUX 06nacTax reHoMy naTtoreHa,
3anyyeHux y peakuii, MOXYTb npussectn  go
XNOHOHEraTUBHUX pesynbsTarTiB TECTY.

e Llein Habip BanigoBaHO ANsi BUMKOPUCTaHHS i3 3paskammu
LinbHOI KpoBi abo remokynsTypamu. TECTYBaHHS 3 iHLLIMMMU
TMNamMm 3paskiB MOXe NPU3BECTN A0 HETOYHUX pesynbTarTiB.

e KynbTypu KpoBi MOXyTb MicTuTh iHriditopu MNP, Taki
fAIK noniaHeToncynbdoHaTt HaTtpito (SPS). IHricitop SPS
HeAo0CTaTHbO BUAANAETLCA 3 KYNbTYp KPOBi GinbLuicTio
metoaiB ekctpakuii [OHK. Ona BuaineHHa [OHK
narToreHiB i3 3pas3kKiB reMoKynsTypu cnip
BukopuctoByBatu RevoDx DNA Purification Kit from
Blood Culture.

e |Hribitopu TJIP B enwatax MOXyTb MpU3BECTU A0
XnbHoHeraTnBHMX abo HeBanigHWX pe3ynbsTaTiB TECTY.

e [lnA OTpUMaHHSA [OCTOBIpPHUX pesynbraTtiB  HeobXigHo
AOTpMMYBaTUCh NpaBuITbHUX mMeToaiB 360py,
TpaHCnopTyBaHHs, 36epiraHHsA Ta 06pobkn 3paskiB.

e HabGip npusHayeHunn ans npodeciiHoro BUKOPUCTaHHS
KBaniikoBaHMM MNepcoHanom, Lo MPONWOoB BignoBigHe
HaBYaHHS.

e [loTpumynTecs iHCTPYKLiA 3 BUKOPUCTaHHS A0 Habopis Ans
OTpUMaHHA onTumarnbHux pesynesraris MNI1P.

e He BuKopucToByWTe Habip nicnA 3akiHYEHHs TepMiHy
npuaaTtHocTti. KomnoHeHTM Habopy 3 Ppi3HUMX cepin He
MOXHa 3MilLyBaTy.

Onuc npoaykrty

RevoDx Extended Spectrum Beta-Lactamases (ESBL) Genes
gPCR Kit — ue Habip Ans BusiBNeHHsi reHiB 6eTa-nakravas
powmpeHoro cnektpy gii (CTX-M, TEM, SHV) metogom MNP vy
peanbHomy uYaci. MMig yac pennikauii OHK y xoai MNJ1P, mivueHni
dnyopecLeHTHUM 6apBHUKOM 30H4 ribpuausyeTtbes 3
OHK-matpuueto i pyinHyeTbes 5'-3' eHOOHYKNeasHoK aKTUBHICTIO
OHK-nonimepasun Thermus aquaticus (Taq) B Mipy NOOOBXEHHS
npanmepa [JIP. 30HO Ppo3LWEnnOeTbCA  nuwe  Todi, Komu
BinOyBaeTbca  pennikaudia  OHK, npu 4yomy BigOyBaeTbcs
po3aineHHs Monekynu criyopecLeHTHOro 6apBHUKa Ta MOMEKymnu
racHuka. YTBopeHi npogyktn [P MOXHa BUSBUTU NPOTArOM
KifTbKOX XBWMMH 3aBOSAKW MiOABULLEHHIO PIBHA dhnyopecueHuii, ske
BinOyBaeTbCH EKCMOHEHUanbHO 3 KOXHUM HacCTYMHUM LUKIOM
amnnidpikauii y xogi MNP. Mapametrp Ct (noporosBuw umkn) — ue
HOMep umkny amnnidikauii, npu skomy dnyopecueHuis peakuinHoi
cymiwi nepesuLlye ikcoBaHE NOPOroBe 3HaYeHHs. [ns nepesipku
AKOCTi  eKCTpakuii  HYKNMEIHOBMX KUCMOT Ta  MPOXOMKEHHS
amnnigoikauii B Habopi BUKOPUCTOBYETLCSH BHYTPILLHIN
KOHTpOnbHWIA 3pa3ok (PHa3a P nioguHn).

Mpunagm

Habip RevoDx Extended Spectrum Beta-Lactamases (ESBL)
Genes gPCR Kit moxHa BukopucToByBaTW i3 amnnidikatopamu
ana MNP y peansHomy yvaci BIO-RAD CFX96, Tianlong Gentier 96,
Applied Biosystems QuantStudio5, a Takox npunagamu
OHK-texHonorii  cepii AT (DT-prime, DT-lite). Ane RevoDx
Extended Spectrum Beta-Lactamases (ESBL) Genes gPCR Kit
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TaKOX MOXe BUKOPUCTOBYBaTUCh 3 GinbLuicTio amnnicdikaTtopis Ans
MNP y peanbHoMmy yaci 3 kaHanamu FAM i HEX.

3aranbHun onuc

Bera-naktamasn — ue epMeHTH, SKi € OCHOBHOK MPUYMHOIO
cTinkocTi GakTepin oo OeTa-nakTamHUX aHTMBIOTWKIB, TaKMX $K
neHiuuninm, uedanocnopuHn, uedamiuMHn Ta kapbaneHemu. Lli
depMeHTH KaTanisyloTb rigponia amigHoro 3B’A3KY
6eTa-nakTamMHOro Kinbus Ta pobnaTe aHTUBIOTUK HeaKTUBHUM
nPOTM MOro MNOYaTKOBOI KMITUMHHOI  MilleHi, TpaHcnenTugasu
KNITUHHOI  CTiHKM. BeTa-naktamHi  aHTUBIOTMKM  PO3LLMPEHOrO
CMeKTpy Ail LUMPOKO BUKOPUCTOBYIOTLCS AN NiKyBaHHA CEPNO3HNX
rpamMHeraTMBHMUX iHdpekuin. LBMake Ta agekBaTHE BUSIBIEHHS
B-naktamas poswwupeHoro cnektpy (ESBLs) mae BupiwanbHe
3Ha4YeHHs Ans 3axodiB  iHdekuiiHoro KoHTpomrio Ta Bubopy
aHTMMiKpOGHOi Tepanii. MNpn3HadYeHHsaM aaHoro Habopy peareHTiB
€ aHaniz ESBL i3 3actocyBaHHAM MeTogy qPCR ansi BUsiBNeHHs
Hanbinbw nowwnpennx ESBL y Enterobacteriaceae: TEM, SHV Ta
CTX-M.

IHpopMmauis woao 6esnekn

e  KniHiuHi 3pa3ku cnig po3rnaaat 9k NOTEHUINHO iHGEKUiHI;
3 HMMK cnig npautoBaty B 30Hi 6io6e3nekn 1-ro abo 2-ro
piBHS, 3anexHo Bif 30yaHvKa iHdeKu;i.

e Yci oTpumaHi Bigxoou cnig BBaXaTu  MOTEHLINHO
iHPEeKUiiHMMK. 3 HUMW cnifg NOBOAMTUCL Ta YTUIi3yBaTh
BiQNoOBIAHO 4O MicLeBux npaBun 6esneku.

e  VYHukante OyOp-sIKOrO KOHTaKTy LIKIpM 3 peareHTamu
Habopy. Y BUNagKy KOHTaKTy peTenbHO NPOMUTU BOAOHO.

e  YHukante po3bpu3kyBaHHsI Ta YTBOPEHHSI aepo30niB.

e [licna poboTn i3 KniHiMHMMKW 3paskamn Ta peareHTamu
HeOobXigHO MUTK PYKM.

e |HdopmaLito CTOCOBHO XiMIYHOrO cknagy Ta ©6e3nevyHoCTi
peareHTiB Towo (MSDS information) moxHa oTpumaTyu Big
BMpPOOHMKa Y1 MOro npeacTaBHMKa 3a 3anvMToM.

e [lpu poboTi B nabopatopii Bukopuctosysatu 3I3.

e Ha novatky Ta B KiHUi poboTu AesiHgikyTe yci poboui
NOBEPXHi 3HE3APAXKYHUNMU PO3HUHAMMU.

e [lepekoHanTecb, WO YyCi po3xigHi MaTtepianu MalTb
mapkyBaHHs DNase/RNase-free.

e [loBogbTecs 3 ycima marepianamu BignoBigHO 4O MpaBun
pobotn B nabopaTopifx, WO NpoBOAATb AOCHIAXEHHS
MOSEKYNSPHO-TeHETUYHMMU  MeTodamu, LWwob 3anobirtu
nepexpecHi KOHTamiHaLil.

e  BukopucToByITE TiNbKM NoBipeHi/kanibpoBaHi fo3aTopu Ta
HaKOHEYHWKN 3 aepo30SIbHUM DINIETPOM.

e 30epiraite Habip nogani Big Dxepen 3abpyoHeHHs
HYKNEiHOBUMW  KUCrOoTamy,  0cobGnMBO  nMpoayKTamu
amnnidpikauii.

e Yci MaHinynsuii BapTo NpoOBOAMTU B OKPEMMX 30HaXx

(ekctpakuia OHK/PHK, npurotyBaHHsl peakuiiHuX CyMmilLen,
amnnicpikauis).

e Yce obnagHaHHA Ta BUTpaTHi MaTepiany Onsi KOHKPETHOTl
onepauil NOBMHHI 3HaXOOAUTUCS B 30Hi, e BUKOHYETbCS LSt
onepauif, i He MOBMHHI Nepemiwartnca Mix PisHUMK
30Hamu. PykaBuuku cnig 3miHIOBaTV Npu nepexodi y KOXHy
30Hy. JlabopaTopHi xanatu MOBWHHI OyTM oKpemMumu Ons
KOXHOT 30HM i iX HE MOXXHa HOCUTM 3@ MeXaMM LiiET 30HW.

e PobOTM MOBWHHI BWKOHYBAaTUCb B OQHOMY HarpsiMKy,
noymHaroum i3 3oHM ekctpakuii JHK/PHK i 3akiHuyoum
BiANOBIAHMMU 30HaMMN BUKOPUCTaHHS.

XapakrepucTtukun Habopy

Mexa BusBneHHs (LoD) - AmwHaniTuyHe pocnigkeHHs
yytnuBocTi: [ns Bu3HayeHHA Mexi BusiBneHHss (LoD) 6yna
nigrotoBneHa cepis po3BedeHb CUHTETMYHOro dparMeHTy reHa
aHTNBIOTMKOPE3UCTEHTHOCTI, W06 OTpMMaT KiHUEBI KOHUEHTpaLi
2430, 810, 270, 90 1a 30 KYO/mMn wnsaxom po3BedeHHs 3paskamu
LinbHOI KPOBI, 3ibpaHnMu y HeratuBHMX OCi0, ANng iMiTauii KNiHIYHNX

3paskiB. IHK natoreHa ounwanu 3a gonomoroto RevoDx Genomic
DNA Purification Kit from Bacteria. KoxHe po3BeneHHsi Oyno
nepesipeHo B 24 noBTopax. 3HayeHHss Mmexi BusiBneHHs (LoD)
Oyno po3paxoBaHO LIMASAXOM MpoOiT-aHanidy. 3Ha4YeHHs Mexi
BusBneHHs (LoD) ctaHoBuno 90 KYO /mn. Lle 3HaueHHsi LoD 6yno
nigTBepoXeHO TecTyBaHHAM pgopatkoBux 20 pennikaTtiB i3
koHueHTpauieto 90 KYO /mn. Yci 20 pennikatiB ganu nO3WTUBHI
pesynstatu Ons MiweHi, Takum 6yno nigTBepaxeHo, wo LoD
ctaHoBuTb 90 KYO/mn.

IHKNIO3UBHICTDL:

[nsi NocnigoBHOCTEN KOXHOIO reHoTuny, 4OCTYNHUX y 6a3ax gaHux
NCBI, 6yno npoBefeHo iHKMHO3MBHUIA aHani3 in silico npanmepis i
3oHaiB RevoDx Extended Spectrum Beta-Lactamases (ESBL)
Genes qPCR Kit. Pesynsratu nokasanu, WO AiNAHKKW, SKi
po3ni3HaloTbCc pPo3pobneHMMM npanmMepamm Ta 30HO4aMWU, MarTb
100% romonorito 3 ycima AOCTYNMHMMM NOCAILOBHOCTSIMU rEHOTUNIB
3 6a3 paHux/6aHkis JaHunx HaujioHanbHoro LEeHTpY
GioTexHonoriyHoi iHdopmauii (NCBI).

MepexpecHa peakTUBHICTb:

MepexpecHa peakTuBHiCTb Habopy RevoDx Extended Spectrum
Beta-Lactamases (ESBL) Genes qPCR Kit 6yna ouiHeHa sik 3a
Aonomoror aHanisy in silico, Tak i 3a [OMNOMOro TecTyBaHHS
metogom [JIP. Awanis in silico npanimepiB i 30HAIB RevoDx
Extended Spectrum Beta-Lactamases (ESBL) Genes gPCR Kit
npoTU NocnigoBHOCTEN 26 naToreHiB nokasae, WO Habip €
cneundiyHMM g0 CBOET MilLeHi | He Jae nepexpecHoi peakuii 3
uumn  natoreHamu. [lepepaxoBaHi Hwkve 25 306ygHukiB Oynu
npoTecToBaHi Ha nepexpecHy peakTuBHiCTb Metogom [P 3a
ponomoroto Habopy RevoDx Extended Spectrum Beta-Lactamases
(ESBL) Genes gPCR Kit. XvBHOMO3MTUBHMX pe3ynsTaTtiB He
BUSIBMNEHO.

Hwkye HaBegeHi  pesynbtatu  OOCHiOXKEHHS
peakTUBHOCTI, 9K in silico, Tak i meTogom IMJ1P.

nepexpecHoi

silico
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

AHani3 nepexpecHoi peakTMBHOCTI in
OpraHism

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 meningqitidis

Proteus spp.

Saccharomyces cerevisiae

Schizosaccharomyces pombe

Asperqillus niger

Salmonella spp.

Serratia marcescens

Bipyc naparpuny 1-4 tunis

Bipyc rpuny A Ta B

EHTepoBipyc (Hanp. EV68)

PecnipaTtopHO-CUHUMTIanbHUin Bipyc

PuHoBipyc

AneHosipyc (Hanp. C1 Ad. 71)

MeTtanHeBmoBipyc noanHn (hMPV)

AHani3 nepexpecHoi peakTuBHocTi metogom MJIP

OpraHi3m Ibxepeno KoHueHTpauis Pesynbrat
Chlamydia KniHivHmn He npusHaveHa He
pneumoniae 3pasok OAMHNLA BUMIPY BUABMNEHO
Haemophilus KniHivHmn He npusHadeHa He
linfluenzae 3pasok OMHULIA BUMIDY BUABMEHO
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Legionella KniHiyHmn He npu3HayeHa He
pneumophila 3pasok ogonHUUS BUMIDY BUABMNEHO
Mycobacterium KniHiuHmn He npusHaveHa He
tuberculosis 3pas3ok OAMHULSA BUMIDY BUSABNEHO
Streptococcus KniHivHmn He npusHaveHa He
pyogenes 3pas3ok OONHUUS BUMIDY BUSIBIIEHO
Bordetella pertussis KniHivHmn He npusHadeHa He
3pa3ok OVHULSA BUMIpY BUSIBIIEHO
Mycoplasma KniHiyHun He npu3HayeHa He
pneumoniae 3pa3sokK OAVNHULIA BUMIPY BUSIBNEHO
Pneumocystis jirovecii KniHiyHmn He npusHayeHa He
(PJP) 3pasok 0oOnHUUS BUMIDY BUSBNEHO
. KniHiyHmn He npu3HayeHa He
Enterococcus dispar .
3pasok OVHWLSA BUMIDY BUSIBNIEHO
Listeria KniHiyHmn He npusHadeHa He
monocytogenes 3pasok oOMHWUSA BUMIDY BUSABNEHO
. . P KniHiyHun He npu3HayeHa He
Neisseria meningitidis }
3pa3ok OAVIHWLSA BUMIpY BUSIBIIEHO
. . KniHiyHmn He npu3HayeHa He
(Aspergillus niger .
3pasok OVHULS BUMIpY BUSIBIIEHO
Kopowasipyc nmtoguun | NIBSC (Kar.Ne: He npusHaveHa He
(229E) 09/132) OAMHULIA BUMIPY BUSIBNEHO
PUHOBIOVG NIBSC (Kat.Ne: He npusHaveHa He
Py 08/324) OVHWLSA BUMIDY BUSIBIEHO
. NIBSC (Kat.Ne: s He
AneHoBipyc 16/324) 2.0x10°MO/mn BUSIBHEHO
Bipyc reuny NIBSC (Kat.Ne: He npusHadeHa He
(A/Christchurch 07/296) OAVIHWLA BUMI BUSIBNIEHO
/1/2003, HIN1) AnRHAL Py
Bipyc rpuny NIBSC (Kat.Ne: He npusHadeHa He
(A/Wyoming/3/2003, .
07/298) OOVIHVLA BUMIPY BVSIBIIEHO
H3N2)
Bipyc rpuny NIBSC (KaTt.Ne: He npusHadeHa He
(B/Jiangsu/10/2003) 07/300) OONHMUS BUMIDY BUSIBIIEHO
Bipyc imyHoaediunty .
ronukm 1 uny (BI-1, | NIBSC (KamNest 55,405 MO/ He
16/194) BUSIBMEHO
HIV-1)
Bipyc imyHogediunty .
rionukm 2 Tuny (BI-2, | NIBSC (KatNetl 5 o105 MO/mn He
HIV-2) 16/296) BUSIBNEHO
PecnipatopHo-cuHumTi | NIBSC (Kat.Ne: He npusHadeHa He
NbHUI Bipyc A2 08/120) OAMHULSA BUMIDY BUSIBNIEHO
Bipyc naparpuny 1 NIBSC (Kat.Ne: He npusHadeHa He
TNy 08/176) OAMHULSA BUMIDY BUSBNEHO
Bipyc naparpuny 2 NIBSC (Kat.Ne: He npusHadeHa He
TNy 08/178) oANHULIA BUMIpY BUSABIEHO
Bipyc naparpuny 3 NIBSC (KaTt.Ne: He npu3HayeHa He
Tmny 08/118) OVIHULSA BUMIDY BUSIBNIEHO
Bipyc naparpwuny 4 NIBSC (KaTt.Ne: He npusHadeHa He
Tnny 08/180) oaNHNUSA BUMIDY BUABMEHO

DopatkoBi MaTepianu Ta obnagHaHHA

e Habip ansa suainenHs OHK 3 6aktepin RevoDx Genomic
DNA Purification Kit from Bacteria (Kat.Ne: 1P201917;
IdilBiotech, TypeuunHa) abo Habip gnsa suaineHHs OHK i3
remokynsTyp RevoDx DNA Purification Kit from Blood

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

mapkyBaHHsiM DNase/RNase-free

Awmnnidikatop ansa MIIP y pexumi peanbHoro yacy
Bignosigri 313 (xanar, pykaBu4ku, oKynsipm)
Mikponinetku (0.5 mkn — 1000 mkrn)

HakoHeuyHuKn ona gosatopiB 3 aepo30ribHUM inbTpoM Ta

Mikponpobipku 1,5 mn 3 mapkyBaHHsaM DNase/RNase-free

BuxpoBsuit amiwyBay (BopTeKC)

e HacrtinbHa MikpoLeHTpudyra ansa
MNP-nnaHweTis/cTpun-npobipok

e HactinbHa MikpoueHTpudyra ans
1,5-2,0 mn

e [IpoGipkn abo nnaHwetun ans MNP y peansHoMy yaci.

npobipok o6'emom

MiarotroBka 3pa3kiB
I3 gaHMM HaGopoM MOXKHa BUKOPWUCTOBYBATW BCi 3pa3ku HYKNEeiHOBUX
KACMOT, npupaTtHi gna adanisis metogom PCR. Habip 6yno

BanigoBaHO [ANA BUKOPWUCTaHHA 3i 3paskaMu LinbHOI KpoBi Ta
KynsTyp KpoBi. KniHiyHi 3pasku cnig po3rmsgaty 9K NOTEeHUiNHO

iHbekUiiHi; nig 4ac 3abopy Ta 06pobku 3paskiB HeobXigHO
JOTpMMyBaTuch  3anobikHuX 3axopiB  wofao  30yaHwkiB, WO
nepenarTbCcs Yepes KpoB.

KniHiunetn (@ Takox denbawepu, MeacecTtpu, nikapi Ta

cneuianictn, NoB’si3aHi i3 MeAMUUHOK) HeCyTb BiAMOBiganNbHICTb 3a
BMKOPUCTaHHS NpaBunbHOI Npoueaypw nig vac 36opy Ta 6esneyHoro
TpaHCNOpTyBaHHA  3pa3kiB g0  nabopatopii.  [JOCTOBipHiCTb
pes3ynbTaTiB TECTYBaHHSA 3HAYHOK MIPOK 3aNEeXWTb Bid HaNeXHoi
NpPakTWKM Ha nNpeaHaniTMYHOMy eTani, Lo TakoX nepenbavae TovHe i
NOBHE JOKYMEHTYBaHHSI.

Micnst 36opy He 36epiraiiTe LinbHY KPOB NpuW KiMHATHIA TeMneparypi
poBlwe 4 roguH. TpaHCrnopTyBaHHA LiNbHOI KpOBi, cupoBaTku abo
nnasmu mMae BignoeigaTn aepxasHUM abo MicLLEeBMM HOpMaM.

MpoTtokon

BuainenHa OHK [Ona sugineHns OHK 30ygHuka 3 kniHiYHMX 3paskiB
cnig BukopucTtoByBaTh Habip RevoDx Genomic DNA Purification Kit
from Bacteria abo RevoDx DNA Purification Kit from Blood Culture.
BukopucTaHHs iHWKMX peareHTiB MOXe HeraTMBHO BMMMHYTUM Ha
XapakTepucTukun Habopy. byab nacka, OOTpUMYWTECH iHCTPYKLIN
BMpobHuka obpaHoro Habopy ans suaineHHs OHK/PHK. B igeani
onepauii MOBWHHI NPOBOAUTMCA B TPbOX OKpemMux 30Hax (Ans
BuaineHHs OHK/PHK, npurotyBaHHa peareHtiB agns [P,
amnnidikauii), wob 3anobirtm koHTaMiHaLii.

BHyTpiWwHin koHTponb BHyTpiwHi koHTponb (BK), mileHHo skoro
€ PHKasa P noguHn, notpibeH ansa nigTBEpOKEHHS MOTpansisHHSA
BugineHoi [OHK vy peakuiiHi npoGipkn. BHyTpIlWHIA  KOHTpOIb
BUKOPUCTOBYETLCA ANS MOHITOPUHIY ePEeKTUBHOCTI eTany ekcTpakuii
OHK, a Takox ons nepesipku Oyab-sikoro iHridysaHHs IMIP.

Mo3nTMBHUN KOHTpOMNb 3HayeHHs1 Ct NO3UTMBHOIO KOHTPOIMO Mae
gopiBHioBaT 28 + 4, iHWI 3Ha4YeHHA BKa3ylTb Ha HasiBHICTb
npobnem.

Mpotokon MNP

1. Po3moposbTe BCi KOMMOHEHTW MpW KiIMHATHIN TemnepaTypi, Kpim
ESBL RM 2. MNMoknagite komnoHeHT ESBL RM 2 Ha nig. PetenbHo
nepemillanTe  KOXeH KOMMOHEHT, MOoTiM  ocajiTb  Kpanni
KOPOTKOYACHUM LeHTpudyryBaHHAM. [lepeHeciTb yCi peareHTM Ha
nip abo oxonoaxy4unn 6rnok.

2. KiHueBnii o6’em peakuiiHoi cymiwi (Master Mix) oTpumyeTbes
LUMAXOM MHOXEHHS OKpeMux peakuiiHmx ob’emie ESBL RM 1 Ta
ESBL RM 2 Ha 3aranbHy KinbkicTb 3paskiB. [lpy uUbomy
BPaxOBYOTbCA AOCAIAKYBaHI KMiHIYHI 3pa3ky Ta KOHTPOISbHI 3pasku.
Onsi  yHWKHEHHs nNOXMBOK npu po3KanyBaHHI pPeKOMeHOYETbCA
BpaxoByBaTW [0OOATKOBMM 3pa3oK npu  nigpaxyHKy 3aranbHoi
KiNbKOCTi 3paskiB.

3. ns npurotyBaHHSA MawcTep-cymiwi gopavite 14 mkn ESBL RM 1
Ta 1 MKn ESBL RM 2 ans KoxHoro 3paska Yy MiarotoBneHi
npoGipkn.  [licna  npurotyBaHHs  MancTep-mikciB  06epexHo
nepemiwatin cymiw nineTyBaHHAM abo Ha BOpTeKCi Ta ocaguTtu
Kpanni KOpOTKOYacHWM LUeHTpudyrysaHHaM. Brectn no 15 mkn
npuroToBaHoi cymiwi y npobipku/nnaHwet ans MNP, Nicna BHeCeHHs
MancTep-MikCy y NyHKM gopganTte no 5 mkn ekctparoBaHoi [HK,
NMO3UTUBHOIO Ta HEraTMBHOIO KOHTPOSMIO Y BIiAMOBiAHI NPOGIpKM.
BHectn no 5 wmkn TMK3 ta HK3 y BignosigHi npobipkn. 3akputn
KPULLKK un 3akneitM  nnaHwetr Ta  ocaguTu Kpanni
LeHTPUYryBaHHSIM.

4. 3anporpamyinTe npunag Ans amnnicikauii 3rigHo npoTokony,
HaBefeHoro y Tabnuui 3. Bkasatn 06’em 3paska 20 mkn.
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Ta6nuuga 3: Mporpama amnnidikadii

HasBa etany Kinbkicte [ Temnepatyp | ..
uvknis a
AKTMBaLlIﬂ 1 950G -,
nonimepasu
Awmnnicikauis* 40 95°C 10 cek
) 60°C 20 cek

* OeTtekuin dpnyopecueHuii npu 60°C 3a kaHanamu FAM ta HEX

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

6. 3anyctuTtn nporpamy.

7. lMNporpamyBaHHA npunagy Ta aHania pesynbratiB 34iMcHIoBaTH
BiANOBIAHO A0 IHCTPYKLIi BUpOOHUKaA.

AHani3 gaHux

3HayeHHA Ct Ana NO3MTMBHOMO KOHTPOMO MOBMHHO OOPIBHIOBATU
28+4, a HeratMBHUIM KOHTPOMb Yy BCiX KaHanax MoBWHEH OyTu
HeraTMBHWUM. B iHWOMY B1NaaKy ekcnepuMeHT cnig NoBTOpUTK.

Pesynbratv Ans KOXHOrO MancTep-Mikcy iHTeprnpeTyBaT HaCTYMHUM
YNHOM:

+ +/- [eH B-naktama3s BUABNEHO

PesynetaT BanigHun. lex
-nakTamas He BUSIBNEHWN

HeBanigHui pesynerar.
3pasok cnig NOBTOPHO
npoTtecTyBath

IHcbopmauis ansi 3aMOBIEeHHA

Ha3sBa npoaykrty PacyBaHHSA Kat.Ne
RevoDx Extended Spectrum
Beta-Lactamases (ESBL) 100 TecTiB IP202259-100

Genes qPCR Kit

RevoDx Extended Spectrum
Beta-Lactamases (ESBL) 500 TecTiB 1P202259-500
Genes qPCR Kit
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