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Habip ons
BusaBneHHs AHK

Staphylococcus aureus

Staphylococcus aureus

qPCR Kit

IHCTpPYKUiA 3 BUKOPUCTaAHHA

AkicHe BuasneHHa OHK Staphylococcus aureus
Ons pgiarHocTUKM in vitro
Onsa npodcecinHoro BUKOpUCTaHHSA

KaTanoxHi Homepwu:
IP202208-100 — 100 TecTiB
IP202208-500 — 500 TecTiB

q3

IVD

Cknap Habopy

KomMnoHeHT 100 TecTiB|500 TecTiB
BydepHuii posyuH 5 x 1400
1 S.aureus RM 1 1400 mkn MK
depmeHTHa CyMiLl
2 S.aureus RM 2 100 mkn | 500 Mk
3 Mo3nTBHUI KOHTPOIbHMNI 3pa3okK 100 mkn | 200 mkn
S.aureus Positive control
4 HeratueHuin KOHTPOIIbHMIA 3pa3ok 100 mkn | 200 mkn
S.aureus Negative control

TpaHcnopTyBaHHS, 306epiraHHA Ta cTabinbHiCTb
Habopu MoxHa TpaHcrnopTyBaTu npu Temnepatypi Big +2°C po
+8°C. Bci komnoHeHTn Habopy RevoDx Staphylococcus aureus
gPCR Kit cnig 36epiratn npu Temnepartypi Big -25°C po -15°C. Cnig
YHUKaTK 36epiraHHa npu Ginbl BUCOKMX TemnepaTypax. 3a ymoB
HanexHoro 30epiraHHa BCi KOMMOHEHTU Habopy 3anuwiarTbes
cTabinbHMMM [0 3aKiHYEHHs TepMiHy NPWAAaTHOCTI, BKA3aHOro Ha
etukeTui npogykty. PeareHtn S.aureus RM 1 ta RM 2 He moxHa
3aMOpOXyBaTM-po3MOpoXyBaTn  Ginblwe 3 pasiB, uUe Moxe
Npu3BECTM OO 3HWKEHHA 4yTnuBocTi Habopy. lMpwu HeobxigHOCTI
30iNbLUEHHsT  KINbKOCTI  LMKMIB  3aMOPOXXYBaHHSI-PO3MOPOXKYBaHHS,
po3ginite Habip Ha Kinbka anikBoT 3py4Horo o6’emy Ta 3bepirante
npu Temnepartypi Big -25°C go -15°C.

NepenbavyeHe BUKOPUCTaAHHSA

RevoDx Staphylococcus aureus qPCR Kit — ue [JIP-tect y
peanbHOMY 4aci, npusHadyeHuh Ans skicHoro BusiBneHHs [OHK
Staphylococcus aureus.

NPUYUHOK 3axXBOPIOBaAHHSA. HeraTmBHI pesynbraT He BUKIIOYAKTb
HasBHICTb iH(EKUii i He MNOBMHHI BMKOPUCTOBYBATUCH $K €AuHa
nigctaBa AnNd MNPUAHATTA  pilleHb LWOoAO0 MiKyBaHHA nauieHTa.
HeraTtvBHi pesynstati BapTo KOMOiIHYBaTu 3 KMiHIYHOK KapTUHOM,
icTopieto nauieHTa, Ta enigemMionoriyHo iHpopmauieto.

Habip RevoDx Staphylococcus aureus qPCR Kit npusHaueHnuii ans
npodeciiHoro  BMKOPUCTaHHA  kBanidikoBaHuMm  nabopaTopHuM
nepcoHarnom, Lo nponwoB HaB4aHHA Metodam [P y peansHomy
yaci Ta npoueaypam Ansi 4iarHOCTUKK in Vvitro.

ObmMexeHHA oo BUKOPUCTAHHA NPOAYKTY

e BukopucTtoByBaTu nuie 3a NPU3HAYEHHSIM

e HabGip RevoDx Staphylococcus aureus
npu3HaYeHnn onsa giarHoCTUKK in vitro.

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

e |Hribitopn T[NP B enwatax MOXyTb MpPU3BECTU [0
XnbHoHeraTneHMX abo HeBanigHWUX pe3ynsTaTiB TECTY.

e [lnA OTpUMaHHSA [OOCTOBIpHUX pesynbTaTtiB  HeobXigHo
O0TPUMYBaTUCH NpaBUNbHUX MeToaiB 360py,
TpaHCNOpTYyBaHHS, 30epiraHHsa Ta 06pobku 3paski..

e HabGip npusHauyeHunn ansa npodeciiHOro BUKOPUCTaHHS
KBanigikoBaHMM nepcoHanoMm, Lo MPONWOoB BignoBigHe
HaBYaHHs.

e [loTpumymnTecs iHCTPYKLi 3 BUKOPUCTaHHS [0 Habopis ans
OTPUMaHHA onTumarnbsHux pesynesraris MNJ1P.

e He BukopucToBynWTe Habip nicnA 3akiHYEHHS TepMiHy
npuaaTtHocTti. KomnoHeHTn Habopy 3 pi3HMX cepii He
MOXHa 3MilLyBaTy.

gPCR  Kit

Onuc npoaykty

RevoDx Staphylococcus aureus qPCR Kit — ue TJIP-anani3 Ha
ocHoBi TagMan-TexHonorii, fka nepeabavyae BUMKOPUCTAHHSA
creuianbHOro 3oHAy 3 NYOPEeCUEHTHO MITKOK Ha 5'-KiHui i
Mornekynoto racHuka Ha 3'-kiHui. Iig yac pennikauii AHK y xogi MIP,
MideHu rnyopecueHTHUM OapBHUKOM 30HA TribpuaM3yeTbes 3
OHK-matpuueto i pyrHyeTbca 5'-3' eHOOHYKNeasHOK aKTUBHICTIO
OHK-nonimepasun Thermus aquaticus (Taq) B Mipy NOAOBXEHHS
npavimepa [UJIP. 3oHO poswennioeTbCss nuwe Todi, Konwm
BinbyeaeTbca pennikauis OHK, npn yomy BinbysBaeTbca posgineHHs
Monekynu cnyopecueHTHOro 6apBHMKa Ta MONEKyny racHuka.
YT1BOpeHi npoaykt MJIP MOXHa BUSIBUTU NPOTArOM KifTbKOX XBUSTUH
3aBOSKU MiABULLEHHIO pIiBHS doryopecueHLii, sike BigbyBaeTbcs
€KCMOHEHUianbHO 3 KOXHWUM HacTyMHUM UMKIoM amnnidpikauii y
xoai MJIP. Mapametp Ct (noporoBui UUKMN) — Ue HOMep LUKy
amnnidpikadii, npy Akomy nyopecueHLia peakuinHOi  CyMiLli
nepesuLLye ikCoBaHEe MOPOroBe 3HAYEHHS.

HabGip RevoDx Staphylococcus aureus qPCR Kit nepenbavae
BMKOPUCTaHHS creuianbHOro BHYTPILWHbOro koHTponto (PHKasza P
TOAMHW) ANst NEPEBIPKM AKOCTI ekCcTpakuii Ta amnnidikauii

Mpunagn

HaGip RevoDx Staphylococcus aureus qPCR Kit moxHa
BUKOPUCTOBYBaTH i3 amnnicgikatopamun ans MJIP y peansHomy 4aci
BIO-RAD CFX96, Tianlong Gentier 96, Applied Biosystems
QuantStudio5, a Takox npunagamu [OHK-texHonorii cepii OT
(DT-prime, DT-lite). Ane RevoDx Staphylococcus aureus qPCR Kit
TaKoX MOXe BMKOPUCTOBYBATUCL 3 GinbLUicTio amnnidikaTopis Ans
MNP y peanbHoMmy yaci 3 kaHanamu FAM i HEX.

3aranbHun onuc

3onotuctui  ctadinokok (Staphylococcus aureus) - ue oaHi 3
HariHebes3neyvHiwnx cradinokokoBmx 6Gaktepi. Lli rpamnosuTueHi
KOKOBi GaKTepii 4acTO BWMKMUKAIOTb LWKIPHI iH(DEeKLUii, ane MoXyTb
BUKMMKATM MHEBMOHItO, iH(eKUil cepueBOro knamnaHa Ta iHdekuii

|I'_|Ie<1)T3cI>ArTeMHZH|\;|M pe;ﬁ:;a;:w;ew BM::':Oq;f;(Z ':g”cgeﬁ“ ogTaToLHEgrg KiCTOK. 30moTuCTUi CTadinokoKk NPUCYTHIN Yy HOCI (8K mpaBuno,
) yA Y TMM4acoBo) npubnusHo y 30% 300poBMX [OPOCHMX | Ha LUKipi
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npnbnusHo y 20%. BigcoTok Buwuin ang nogen, siki € nadieHtamm B
nikapHi abo npautoloTb Tam. bakTepii MOXyTb nowwmpioBaTMcs Big
NIOAMHU [0 JOAMHU MNpU MPSIMOMY KOHTakTi, yepe3 3abpyaHeHi
npeaomeT abo pigwe npu BAMXaHHI iHDiIkOBaHMX Kpanenb, Lo
PO3CitoTbCA NiA Yac YxaHHSA abo KaLunio.

HesakpuTuii NpoekT aHanisy reHoma S. aureus nokasaB pPoO3Mip
reHomy 2 793 131 bp i3 cepeaHim Bmictom GC nap 32,70%. IHwwi
BXe onybnikoBaHi AaHi ceig4aTb, WO po3mip reHomy S. aureus
CcTaHoBUTb 6rm3bko 2,8 Mb. PiBeHb pe3uCTeHTHOCTI A0 METULUIIHY
Ha 10, 50 i 90 npoueHTUNiB y WTaMiB S. aureus, WO BUKIIMKAKOTb
iHpekUii, noB’si3aHi 3 Megu4yHMMM 3aKnagamu, B Typeubkux
YHIBEPCUTETCbKMX MNikapHax ctaHoBuB 8,05%, 43,24% i 78,26% vy
2012 poui BignosigHo. 3aranbHuii cykynHui piBeHb MRSA y 373
NikapHax ctaHoBus 53,88%.

IHcpopmauin wopo 6esnekn

e  KniHiyHi 3pasku cnig po3rnsagaTt K NOTEHLUINHO iHGEeKLinHi;
3 HMMUK cnig npautoBaT B 30Hi 6iobe3nekn 1-ro abo 2-ro
piBHSA, 3anexHo Bif 30yaHVKa iHdeKL;l.

e Yci oTpumaHi BigXxoau cnig  BBaXaTu  MOTEHLINHO
iHpbekuiHuMKn. 3 HUMK cnif, NOBOAMTUCE Ta YTuUnidyBaTtu
Bi4NOBIAHO 4O MicueBux npaeun 6esneku.

e VYHuMKanTe OyOb-SIKOro KOHTaKTy LWKipU 3 peareHTamu
Habopy. Y BUNagKy KOHTaKTy peTenbHO NPOMUTU BOAOH0.

e  YHukante po3bpu3kyBaHHsI Ta YTBOPEHHSI aepo30niB.

e [licna po6oTn i3 KNiHIMHMMKM 3paskamMu Ta peareHTammu
HeobXigHO MUTU pyKWU.

e |HdopmaLito CTOCOBHO XiMIYHOrO cknagy Ta ©6e3neyvyHoCTi
pearenTiB Towo (MSDS information) moxHa oTpumatn Big
BUPOGHUKA YM AOrO NpeacTaBHMKA 3a 3anuTOM.

e [pu poboTi B nabopatopii Bukopuctoysatn 313.

e Ha novatky Ta B KiHUi poboTu AesiHdikynTe yci poboui
NOBEpPXHi 3HE3apaXyBanbHUMN PO3YNHAMN.

e [lepekoHanTecb, WO BCi PpO3XigHi Martepianu MakwTb
mapkyBaHHs DNase/RNase-free.

e [loBogbTecs 3 ycima martepianamu BignoBiAHO OO MpasBun
pobotn B nabopaTopisx, WO MNPOBOAATb AOCHIOKEHHS
MOINEKYNSPHO-TEHETUYHUMW  MeTodamu, Wob 3anobirtm
NepexXpecHin KOHTamiHaLii.

e  BukopucTOBYITE TiNbKW NoBipeHi/kanibpoBaHi fo3aTopu Ta
HaKOHEYHWKN 3 aepo30S1bHUM (DiNIETPOM.

e 30epirante Habip nopani Big Oxepen 3abpyoHEHHS
HYKNeiHOBMMM  KucnoTamu,  0cobnvMBO  npogykTamu
amnnidpikadii.

e Yci MaHinynsAuii BapTo NpoBOAWTU B OKPEMMX 30HaxX

(exctpakuis OHK/PHK, npurotyBaHHs peakuinHux cymilien,
amnnidikauis).

e Yce obnagHaHHA Ta BUTpaTHi MaTepiany Onis KOHKPETHO!
onepauil NOBMHHI 3HaXOOAUTUCS B 30HI, e BUKOHYETbCS LS
orepauis, i He MNOBMHHI NepemiwaTnca MK PpisHUMK
30HaMu. PykaBnyku cnig 3miHoBaTV Npu nepexogi y KoxHy
30Hy. JlabopaTopHi xanatu MOBWHHI ByTW oKkpemMumu Ans
KOXHOI 30HM i iX HE MOXXHa HOCUTM 3a MEeXaMM L€l 30HN.

e PobOTM MOBWHHI BWMKOHYBaTUCb B OQHOMY HarpsMKy,
noymHaroum i3 3oHmM ekctpakuii JHK/PHK i 3akiHdyoum
BiAMOBIAHMMU 30HaMN BUKOPUCTaHHS.

craHoeurnio 90 KYO/mn. Ue 3HaueHnHa LoD 6yno nigTBepmkeHo
TecTyBaHHAM popartkoBux 20 pennikarTiB i3 koHueHTpauieto 90 KYO
/mn. Yci 20 pennikaTiB ganv NO3WTMBHI pe3ynstatv AN MilleHi,
Takum Byno nigTeepokeHo, wo LoD ctaHoBuTb 90 KYO /mn.

IHKNO3NBHICTb:

[ns nocnigoBHOCTEN KOXHOro reHoTuny, AOCTYNHUX y 6asax gaHux
NCBI, 6yno npoBeneHo iHKNIO3MBHWUIA aHani3 in silico npanmepis i
30HAiB RevoDx Staphylococcus aureus qPCR Kit. Pesynsratm
OOCMIKEHHA  nokaszanu, WO  AiNgHkM, 9K po3nidHatoTbCs
po3pobneHumn npanmepamu Ta 3oHaamu, matotb 100% romonorito 3
ycima OOCTYMHUMK MOCHiAOBHOCTSMM reHoTuniB 3 6a3 AaHunx/6aHkis
AaHux HauioHanbHoro uUeHTpy GioTexHonorivHoi iHdbopmaLii (NCBI).

MepexpecHa peakTUBHICTb:

MepexpecHa peakTuBHiCTb Habopy RevoDx Staphylococcus aureus
gPCR Kit 6yna ouiHeHa sk 3a gonomorow aHanisy in silico, Tak i 3a
Jonomoroto TectyBaHHs metogom MJIP. AHanis in silico npanmepis i
3oHaiB  RevoDx Staphylococcus aureus qPCR Kit npotu
nocnigoBHocTeln 26 naTtoreHiB nokasas, Lo Habip € cneundivyHum oo
CBOEi MilleHi i He gae nepexpecHoi peakuii 3 UMK naTtoreHamu.
MepepaxoBaHi Hwkye 25 36ygHukiB 6ynu  npoTectoBaHi Ha
nepexpecHy peakTuBHiCTb metogom [JIP 3a gonomoroto Habopy
RevoDx Staphylococcus aureus gPCR Kit. XuGHOMO3NTMBHMX
pes3ynbLTaTiB He BUSIBIIEHO.

Hwxue HaBegeHi pesynsTat  OOCNIMKEHHS  NepexpecHoi
peakTUBHOCTI, K in silico, Tak i meTogom IMJ1P.
AHani3 nepexpecHoi peakTUBHOCTi in silico

OpraHiam Pesynbrar

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 meninqitidis

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-CUHUMTIanbHU Bipyc
PuHoBipyc

ApneHosipyc (Hanp. C1 Ad. 71)
MeTanHesmoBipyc noguxHu (hMPV)

AHani3 nepexpecHoi peakTuBHocTi metogom MNMJIP
OpraHiam Dxepeno KoHueHTpauin Pesynbrat
XapaKTepVICT"K" Ha6°py Chlamydia - He npusHaveHa He
Mexa BusiBneHHs (LoD) - AHaniTnyHe AOCRIMKEHHA YYyTNUBOCTI:  |pneumoniae KniHivnA 3pasok | o eumipy | Buseneto
Ans BusHaueHHA mexi BusiBneHHs (LoD) Gyna nigrotosneHa cepist  (Haemophilus L He npuaHaveHa He
pO3BeaeHb  CUHTETMYHOrO  (PparMeHTy reHy —PesMCTEHTHOCTi |influenzae KniHiukui 3pasok | o g sumipy | eusenemo
nartoreHa, Wob oTpumaTty KiHueBi koHueHTpaui 2430, 810, 270, 90 Ta |Legionella KniiuHyii 3pasok He npuaHadeHa He
30 KYO/Mn wnsixoM po3BefeHHs 3pa3kaMu UinbHOT KpoBi, |pneumophila OOVHWLA BUMIDY | BMABNEHO
3i6paHuMK y HeraTuBHKUX OCI6, Ans imiTauii kniHiuHux 3paskis. OHK  [Mycobacterium Kniivkmit apagok | 1S MPu3Hasena He
natoreHa ouMwanu 3a ponomorold RevoDx Genomic DNA [tuberculosis OOVHMUA BUMIDY | BUABAEHO
Purification Kit from Bacteria. KoxHe po3segeHHs 6yro nepesipero |Streptococcus Kniniunmii spasok | 1€ NPusHadeHa He
B 24 nosTOpax. 3HauYeHHs Mexi BUsiBNeHHs (LoD) Gyno poapaxosaHo [PY2denes OAMHMUA BAMIDY | BAABNICHO
WNsAXoM npoBiT-aHanisy. 3HauyeHHs Mexi BusiBneHHst (LoD) |Bordetella pertussis | Kniniunuii spasox | HE MPvsHateHa He
OOVNHULA BUMIPDY BUABIIEHO
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Mycoplasma Knini o He npu3HaveHa He
. iHiYHMI 3pa3ok )
pneumoniae 0oOVHULSA BUMIDY BUSIBNIEHO
Pneumocystis jirovecii KniHiHmia He npu3HaveHa He
NiHIYHWIA 3pa3ok .
(PJP) OOMHULS BUMIpY BUSIBIIEHO
Enterococcus dispar | KniHiuHWi 3pa3ok He npushaseHa He
0AVHMLSA BUMIpY BUSIBIIEHO
Listeria Knini - He npu3HaveHa He
iHiYHWI 3pa3ok .
monocytogenes oaVHMLSA BUMIpY BUSIBNIEHO
. i L - He npu3HaveHa He
Neisseria meningitidis | KniHiuHui 3pasok .
oaVHULSA BUMIpY BUSIBIEHO
. . - He npu3HaveHa He
Aspergillus niger KniHiyHMn 3pa3ok )
oaVHULSA BUMIpY BUSIBIEHO
Koponasipyc moanHn | NIBSC (KaT.Ne: He npusHaveHa He
(229E) 09/132) 0oOVHWLA BUMIpY BUSIBIEHO
PUHOBIOVG NIBSC (KaTt.Ne: He npu3HaveHa He
Py 08/324) OOVHWLSA BUMIDY BUABIMEHO
. NIBSC (Kat.Ne: 8 He
AJeHoBipyc 16/324) 2.0x10° MO/mn BUSBHEHO
Bipyc rpury NIBSC (Kat.Ne: He npusHaveHa He
(A/Christchurch .
/1/2003, HIN1) 07/296) oAVHMLA BUMIPY BUSIBNEHO
Bipyc rouny NIBSC (Kat.Ne: He npu3HaveHa He
(A/Wyoming/3/2003, .
H3N2) 07/298) oAVHMLA BUMIPY BUSIBNEHO
Bipyc rpuny NIBSC (Kat.Ne: He npusHaveHa He
(B/Jiangsu/10/2003) 07/300) OfVHULIA BUMIDY BUSIBIIEHO
Bipyc imyHogediunty .
rionukm 1 uny (BI-1,| NIBSC (KatNe: 1y 55,465 MO He
16/194) BUABIEHO
HIV-1)
Bipyc imyHoaediunty .
o 2 Tuny (BIN-2, N'Bfgz(gZT'Ng' 2.8x10° MO/mn He
HIV-2) ) BUSIBMIEHO
PecnipatopHo-cuHumuTi | NIBSC (KaT.Ne: He npu3HaveHa He
nbHWIA Bipyc A2 08/120) OOUHULS BUMIDY BUSBNEHO
Bipyc naparpuny 1 NIBSC (Kat.Ne: He npu3HaveHa He
Tvny 08/176) OOVHWLSA BUMIPY BUABMEHO
Bipyc naparpuny 2 NIBSC (KaTt.Ne: He npu3HayeHa He
TNy 08/178) OAMHULS BUMIpY BUSIBIIEHO
Bipyc naparpuny 3 NIBSC (KaTt.Ne: He npu3HaveHa He
TNy 08/118) OAVHULSA BUMIpY BUSIBNEHO
Bipyc naparpwuny 4 NIBSC (KaTt.Ne: He npu3HaveHa He
Tuny 08/180) OAVHULSA BUMIDY BUSIBNIEHO

HDopatkoBi MaTepianu Ta obnagHaHHA

e Habip ana suainenHs OHK 3 6aktepin RevoDx Genomic
DNA Purification Kit from Bacteria (Kat.Ne: 1P201917;

IdilBiotech, TypeuyuuHa)

mapkyBaHHsM DNase/RNase-free

e HacrtinbHa

e HactinbHa MikpoueHTpudpyra pans

1,5-2,0 mn

MikpoueHTpudyra
MNP-nnaHwerie/cTpmn-npobipok

Awmnnidikatop ana MNJ1P y pexumi peansHoro yacy
BignogigHi 313 (xanart, pykaBu4iku, okynspu)
Mikponinetku (0.5 mkn — 1000 mkn)

HakoHe4yHuKkM ans gos3aTtopiB 3 aepo3ofibHUM iNsTPOM Ta

Mikponpobipku 1,5 mn 3 mapkyBaHHsM DNase/RNase-free
BuxpoBui 3milyBay (BopTekc)
ans

npobipok o6'emom

e [lpoGipkn abo nnaHweTun anga MNJ1P y peanbHomy yaci.

MigroToBka 3pa3kiB

Llen Habip BanigoBaHO AN BUKOPUCTAHHS 3i 3paskamu LinbHOI KPoBi
4 remokynetyp. Kpim Toro, 3 Habopom MOXHa BUKOPUCTOBYBATU BCi
3pasku HYKMNEeiHOBMX KUCIOT, NpuaaTHi Ansa aHanisis metogom qPCR.
KniHivHi 3pasku cnig po3rnagaty SK NOTeHUIMHO iHdeKUinHi; nig vYac
3abopy Ta 06pobkM 3paskiB HEOOXIAHO AOTPUMYBATUCH 3anoBKHMX
3axoAiB Woao 30yaHuKiB, L0 NepeaarTbCsi Yepes KpoB.

KniHiunctn (2  Takox denbawepu, Meacectpu, nikapi Ta
creuianictn, NoB’si3aHi i3 MeAMUUHOK) HeCcyTb BiANOBiganbHICTb 3a
BMKOPUCTaHHS NpaBunbHOI Npoueaypw nig vac 3éopy Ta 6esneyHoro
TpaHCnopTyBaHHA  3pa3kiB g0  nabopatopii.  [JOCTOBipHiCTb
pes3ynbTaTiB TECTYBAHHSA 3HAYHOK MIPOK 3ANeXWTb Bid HaNeXHoi

NpakTWKW Ha nNpeaHaniTM4HOMy eTani, Lo Takox nepegbavae ToO4He i
NMOBHE TECTYBAHHS.

Micnsa 36opy He 36epiranTe UinbHY KPOB NpW KiMHaTHIN TeMnepaTypi
poBlwe 4 roguH. TpaHCrnopTyBaHHSA LiNbHOI KPOBi, cMpoBaTku abo
nnasmu mMae BignosigaTn aepxasHUM abo MicLleBMM HOpMaMm.

MpoTokon

BuainenHa OHK [Ona suginenns OHK 30ygHuka 3 kniHiyHMX 3paskiB
cnig sBukopuctoByBaTn Habip RevoDx Genomic DNA Purification Kit
from Bacteria. BMKOPWUCTaHHA iHWMX peareHTiB MOXe HeraTtMBHO
BMIMHYTN Ha XxapakTepuctuku Habopy. Byaop nacka, goTpumymnTech
iHCTPYKUin BnpobHMKa obpaHoro Habopy ans suaineHHs OHK/PHK.
B igeani onepauii NOBWHHI NPOBOAMTUCS B TPbOX OKPEMUX 30HAX
(ana sugineHHa [OHK/PHK, npurotyBanHHsa pearenTie ana [P,
amnnidikauii), wob 3anobirtn koHTamiHaLii.

BHyTpiWwHin KOHTpOIb BHyTpiwHiA KOHTpOIb (BK)
BUKOPUCTOBYETLCA ANs nepesipkn edekTnBHocTi ekctpakuii AHK Ta
amnnidikauii.  Mpu  LPOMY  Takul  KOHTponb  nepenbavae

amnnudmkaumio YyactuHm reHa PHKasn P nioguHu, gk BigHOCUTLCA
OO KOHCTUTYTMBHWX TeHiB. BHyTpiWHiW KOHTponb Moxe OyTtn
€HOOoreHHu abo ek30reHHUNn.

EK30reHHun BHYTPILWHIN KOHTPOSb BKIOMAE TPaHCKpUOOBaHy in
vitro PHK, wo mictute BcTasky. [1na KoXHOro 3paska gogante 2,5
mkn BK y nigytoumin posunH RevoDx Purification Kit. He mopaBante
BK Ge3nocepegHbo y 3pa3ok. 3anexHo Bif KiHueBoro ob’emy
entouii pospaxoByeTbcs 06’'em BK, skuin notpibHo gogatm (0,05 mkn
BK/1 mkn 6ydepa ans entouii). Cnabkuii curian abo BiAcyTHICTb
curHany Moxe  crnoctepiratucss  Aons  KaHany  BHYTPILIHBbOIO
KOHTPOMO y 3paskax, $Ki € BUCOKOMO3UTMBHMMM Ha NaToreH,
OCKIfIbKM  ICHYE KOHKYpPEHLId MDK MOMEKYNow BHYTPILUHbOMO
KoHTponto Ta monekynoto OHK 36yaHuka mig 4yac BMKOPUCTaHHA
KomnoHeHTis MNMJIP.

Mo3nTMBHUN KOHTpOnNb 3HayeHHs Ct NO3UTMBHOrO KOHTPOSO Mae
gopiBHioBaTM 28 + 4, iHWI 3Ha4YeHHA BKa3ylTb Ha HasiBHICTb
npobnem.

Mpotokon MNP

1. Po3amopossTe BCi KOMMOHEHTU MpW KiMHATHIW TemnepaTypi,
kpim S.aureus RM 2. Moknagite koMnoHeHT S.aureus RM 2
Ha nig. PeTenbHO nepeMillanTe KOXEH KOMMOHEHT, MoTim
ocafiTe  Kpanmi  KOPOTKOYaCHUM  LEHTPUdYryBaHHSM.
MepeHeciTb yci peareHTU Ha nig abo 0xonoaKyr4min 6rokK.

2. KiHueBnn o6’em peakuiiHoi  cymiwi (Master Mix)
OTPUMYETBLCS  LUMSAIXOM MHOXEHHSI OKPEMUX peaKUiiHUX
o6’emiB S.aureus RM 1 ta S.aureus RM 2 Ha 3aranbHy
KinbkicTb 3paski. [Mpu LbOMY BpaxoBylOTLCS AOCHIAXKYBaHi
KMiHIYHI 3pa3kn Ta KOHTPOMbHI 3paskn. [Ona yHUKHEHHS
NnoxmboK Mpu poskanyBaHHI PEKOMEHAYETLCH BpaxoByBaTy
[O0ATKOBUW 3pasoK MpW MiApaxyHKy 3ararnbHOi KinbKOCTi
3paskis.

3. [ns npuroTyBaHHa MaucTep-cymiwi popgante 14 Mkn
S.aureus RM 1 ta 1 MKn S.aureus RM 2 ansa KoxHoro
3pa3ka Yy nigrotoBneHi npobipku. [licns npuroTyBaHHs
MancTep-Mikcis obepexHo nepemiluaTtu cymiw
ninetysaHHAM abo Ha BOpTEkCi Ta ocaguTu Kpanni
KOpPOTKOYACHUM LUeHTpudyryBaHHaM. BHectn no 15 mkn
npuroToBaHoi cymiwi y npobipku/nnaHwet anga MJIP. Nicns
BHECEHHA MaKncTep-MikCy Yy HyHKM JogamTte no 5 Mkn
ekctparoBaHoi  [HK, NO3NUTUBHOMO  KOHTPOM  Ta
HeraTMBHOrO KOHTPOMO Yy BignoBigHI nNpobipku. 3akpuTn
KPULWIKA 4YM  3aKneiTm nnaHwetr Ta ocaauTu  Kpanni
LEeHTPUYryBaHHSIM.

4. 3anporpamymTte npunag Ana  amnnidikadii - 3rigHo
npoTtokony, HasedeHoro y Tabnuui 3. Bkasatn o6’em 3paska
20 mkn.
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Ta6nuusa 3: MNporpama amnnidikauii

KinbkicTb
HasBa eTany LMKRiB TemnepaTtypa Yac
AkTuBaLis 1 95°C 2 xe
nonimepasu
95°C 10 cek
Amnnidikauig® 40
60°C 20 cek

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

5. OG6patu BuMmipOBaHHS piBHS dnyopecueHuii npn 60°C 3a
kaHanamm FAM ta HEX.

6. 3anyctutu nporpamy.

7. [TporpamyBaHHA npunagy Ta aHania  pesynoraTiB
3[iCcHIOBaTK BiANOBIAHO [0 IHCTPYKLii BUpOOHUKa.

AHani3 paHux

3HayeHHA Ct Ana MO3WMTMBHOMO KOHTPOMK MOBMHHO OOPIBHIOBATU
28+4, a HeratMBHUI KOHTPOMb Yy BCiX KaHanax MNoBWHEH OyTu
HeraTuBHWM. B iHLLOMY BMNaAKy ekcrnepumeHT cnif MOBTOPUTK.

Pe3ynbraTn Ans KOXXHOro MancTep-Mikcy iHTeprnpeTyBaTV HaCTYMHUM
YMHOM:

Mo3anTuBHWIA Ha
Staphylococcus aureus

Pesynbrat BanigHuin.
36yaHWK HEe BUSIBNEHO

HesanigHun pesynerar.
3pasok cnig NOBTOPHO
npoTtecTyBath

IHchopmMauia Ana 3aMOBMEHHS

HasBa npoaykrty dacyBaHHs KaTt.Ne
RevoDx Staphylococcus .
aureus qPCR Kit 100 TecrTiB IP202208-100
RevoDx Staphylococcus .
aureus qPCR Kit 500 TecTiB 1P202208-500
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