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LABORATORIES
Habip ansa

BusiBneHHA [OHK Legionella
pneumophila

Legionella pneumophila gPCR Kit

IHCTpPYKUifA 3 BUKOPUCTaHHA

AxkicHe BuasneHHsa OHK Legionella pneumophila
Ana piarHocTukKwM in vitro

Ons npod)ecinHOro BUKOPUCTaHHS

KaTanoxHi Homepu:
1P202327-25 — 25 TecTiB
IP202327-100 — 100 TecTiB

C€ [ivo]

Cknap Habopy

KomMmnoHeHT 25 tecTiB [100 TecTiB

BydepHa cymiw

1 L.pneumophila RM 1 350 mkn | 1400 mkn
depMeHTHa CcyMiLl

2 L.pneumophila RM 2 25 mKkn 100 mkn

3 |-|O3I/ITI/IBHI/II/I.KOHTp(_)J?IbHI/II/I 3pasok 100 MK 100 MKn
L.pneumophila Positive control

4 HeratusHui KOHTPOFIbHMIA 3pasok 100 MKk 100 mKn
L.pneumophila Negative control

TpaHcnopTyBaHHA, 36epiraHHA Ta cTabinbHICTb
HaGopu MoxHa TpaHcnopTyBaTu npu TemnepaTypi Big +2°C po
+8°C. Bci komnoHeHTM Habopy RevoDx Legionella pneumophila
gPCR Kit cnig 36epiratn npu Temnepatypi Big -25°C po -15°C.
Cnig yHukaTtn 36epiraHHa npu Ginbli BUCOKMX Temnepartypax. 3a
YMOB HanexHoro 36epiraHHs BCi KOMMOHEHTW Habopy 3anuwaTbCs
cTabinbHUMN 0O 3aKiHYEHHS TepMiHYy NPUAATHOCTI, BKA3aHOro Ha
etuketui npoaykty. PeareHtn L.pneumophila RM 1 1a RM 2 He
MOXHa 3aMOpOXyBaTU-po3MopoxyBaTh Binblue 3 pasi, Ue Moxe
NPU3BECTU OO0 3HWKEHHS 4YyTnmBocTi Habopy. Npu HeobxigHoCTI
36iNbLlUEHHS KiNMbKOCTI LMKNIB 3aMOPOXYBaHHS-PO3MOPOXYBaHHS,
po3ginite Habip Ha kinbka aniksoT 3py4yHoro ob’emy Ta 3bepirante
npu Temnepartypi Big -25°C go -15°C.

MepenbavyeHe BUKOPUCTAHHA

RevoDx Legionella pneumophila qPCR Kit — ue TNJIP-tecT ¥y
peanbHOMY 4aci, Npu3Ha4YeHUn ana sakicHoro BusBneHHs [OHK
Legionella pneumophila.

Mo3nTMBHI pe3ynbTatM He BUKIOYaloTb KOIHGEKUiT 3  iHWuMK
natoreHamun. BusBneHu 30yoHUK Moxe He OyTu OCTaTo4YHOH
NMPUYMHOK 3aXBOPIOBAHHSA. HeraTvBHI pesynsrat He BUKIOYaTb
HasiBHICTb iH(eKuii i He MOBUHHI BMKOPUCTOBYBATUCA $IK €4MHA
nigctaBa Ans NPUAHATTA pilleHb LWoAo MNiKyBaHHA nauieHTa.
HeraTuBHi pesynsratn BapTo KOMGiHyBaTK 3 KMiHIYHOK KapTUHOLO,
iCTOpi€to NauieHTa, Ta enigemionoriyHo iHopmadieto.

Habip RevoDx Legionella pneumophila gPCR Kit npusHayexuin gns
NPOgECIMHOTO  BMKOPUCTAHHA  KBanigikoBaHUMm nabopaTopHUM
nepcoHarnoM, Lo NpomnLoB HaB4aHHA metodam [J1P y peanbHomMy
yaci Ta npoueaypam Ans AiarHoCTUKK in vitro.

O6bmMexeHHs woano BUKOPUCTAaHHA NPOAYKTY

e BukopucTtoByBaTu nuLLe 3a NPU3HAYEHHSIM

e Habip RevoDx Legionella pneumophila
npu3HaYeHnn ans giarHoCTUKK in vitro.

e [loTeHUiHI MyTaUii B LiNbOBUX 0bracTax reHoMy nartoreHa,
3anyyeHux y peakuir, MOXYTb npu3BecTn o
XNOHOHEraTUBHUX pe3ynbsTariB TECTY.

e [|HribiTopn TJIP B enwatax MOXyTb nNpuM3BECTM [0
XnOHOHeraTnBHMX abo HeBanigHWUX pe3ynsTaTiB TECTY.

e [lnAa OTpMMaHHs [OCTOBIPHMX pesynbraTiB  HeobXigHo
O0TPUMYBaTUCh NpaBUSIbHNX MeToaiB 360py,
TpaHCcnopTyBaHHs, 36epiraHHa Ta 06pobkn 3paskiB.

e HabGip npusHayenHni Anss NpogECIMHOTO BUKOPUCTAHHSA
KBanidikoBaHMM MNepcoHanoM, WO MPOWMLLIOB BiAMNOBIAHE
HaBYaHHS.

e [loTpumymnTeCs iHCTPYKLiA 3 BUKOPUCTaHHsS 40 Habopis aons
OTpMMaHHS onTumanbHux pesynesraris [P,

e He BukopuctoBynTe Habip nicna 3akiHYeHHA TepMiHy
npuaartHocTi. KoMNoHeHT Habopy 3 pi3HUX cepili He MOXHa
3miwyBaru.

gPCR  Kit

Onuc npoAaykTy

RevoDx Legionella pneumophila gPCR Kit — ue lMNP-aHani3 Ha
ocHoBi TagMan-texHonorii, fka nepeabayae BUMKOPUCTaHHS
crneuianbHOro 30HAY 3 (PryopecueHTHOK MITKOK Ha 5'-KiHuj i
Mornekynow racHuka Ha 3'-kiHui. [Mig vac pennikauii JHK y xogi
MNP, miveHnn cdnyopecueHTHUM GapBHUKOM 30HA rbpuan3yeTbes 3
OHK-matpuueto i pynHyeTbcs 5'-3' eHOOHYKNeasHOK aKTUBHICTIO
OHK-nonimepasn Thermus aquaticus (Taq) B Mipy NOAOBXEHHS
npanmepa [JIP. 3oHA po3wennioeTsca  nuwe ToAi, Konu
BinbysaeTbca pennikauis AHK, npn yomy BiabyBaeTbcs po3gineHHs
MOrneKynu nyopecLeHTHOro 6apBHMKa Ta MOMEKYNN racHUKa.
YT1BOpeHi npoayktn MNJIP MoXHa BUABUTU NPOTATOM KifTbKOX XBUIUH
3aBOSKM MiABULLEHHIO pPIiBHS dryopecueHLii, sike BigbyBaeTbcs
€KCMOHEHLanbHO 3 KOXHWUM HacTyMmHUM UMKnom amnnidikauii y
xogi MIIP. Mapametp Ct (noporoBui UWMKMA) — Lie HOMEpP UMKIY
amnnicdikauii, npn skomy drnyopecueHUis peakuinHOoi  CyMmiLli
nepesuLLye ikcoBaHe MOPOroBe 3HAYEHHS.

Habip nepepbavae BMKOPUCTAHHS CneuianbHOro BHYTPILLHBLOMO
koHTponto (PHKasa P niogvHn) ans nepesipku SKOCTi ekcTpakuii Ta
amnnicikauii.

Mpunagm

Habip RevoDx Legionella pneumophila gPCR Kit wmoxHa
BUKOpUCTOBYBaTH i3 amnnicikatopamu anga MNJP 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 Legionella pneumophila gPCR Kit
TaKOX MOXe BMKOpUCTOBYBaTUCh 3 BinbLuicTio amnnidikaTtopis Ans
MNP y peansHomy yaci 3 kaHanamu HEX i Cy5.

3aranbHun onuc

Legionella pneumophila — ue rpamHeratuHa 6akTepisa, ska
3a3BMyanl 3yCTpivYaeTbCA B PI3HUX MPICHOBOOHMX CepefoBuax i
WTYYHUX CUCTEMAX BOOOMOCTAYAHHS, TaKMX $K rpaguvpHi Ta
aekopaTtuBHi ooHTaHW. BoHa npouBiTae B GionniBkax i 3a3suyan
napasuTye Ha HanunpocCTiWKX, SKi BiflbHO XWUBYTb Y BoAi. MNpUMITHO,
wo L. pneumophila mae 3paTHICTb OO0 pennikauil B LUMPOKOMY
AianasoHi HamnpocTilmx-rocnodapis, i Us puca cnpusie npuabaHHLo
HEK YMCNEHHUX reHiB. Lls reHeTudHa pisHOMaHIiTHICTb Hagae L.
pneumophila 3paTHICTb Takox 3apaxatu nogen. Konv 3abpyaHeHa
BOAa CTae aepo30ri3oBaHOK, oAU MOXYTb BOUXHYTU L.
pneumophila y cBoi nereri. Y guxanbHin cuctemi nogmHn 6akrepii
darouMTyOTbCs anbBEONAPHMMM Makpodaramu, Lo A03BOMSE iM
PO3MHOXYBATUCSI  BHYTPILLUHBOKNITUHHO.  Pesynbrat  iHdekuii,
MMOBIPHO, 3anexuTb Big CKNagHoi B3aemogii MK dhakTopamu
BipyneHTHoCTi  GakTepin Ta iMyHHOW Bignosigal  xassiHa.
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BBaxaeTbcA, WO OinbliCTb NerioHenbo3HMX iHGEKLIN NPOTiKaTb
6e3cMMnTOMHO abo NpPU3BOAATL OO NErkoi pecnipaTopHOi XBopobu,
BiAOMOI siKk nuxomaHka lMoHTiak. OgHak noan noxurnoro Biky abo 3
ocrnabrneHor iMyHHOK CUCTEMOK UM XPOHIYHUMIK 3aXBOPHOBaHHAMMU
nereHiB NigaarTbest BiNbLUIOMY PU3MKY PO3BUTKY BaXKKOT MHEBMOHIT.

IHcpopmauis wopo 6e3nekn

e  KniHiyHi 3pa3sku cnig po3rnagaty sk NOTEHUIMHO IHPEKLinHI;
3 HMMW cnig npautoBaTM B 30HiI GioGesnekn 1-ro abo 2-ro
piBHSs1, 3anexHO Bif 30yaHMKa iHdekwil.

e Yci oOTpumaHi BigxoguM cnig BBaXaTu  MOTEHUIAHO
iHpekuivihumvn. 3 HVMMK chig NOBOAWUTUCH Ta yTuUnidyBaTtu
BiQNOBIAHO 00 MicLeBux npasun 6e3neku.

e  YHukante Byab-AKOro KOHTaKTYy LUKIpKU 3 peareHTamu Habopy.
Y BMNagKy KOHTaKTy pETENbHO MPOMUTU BOLOHO.

e  YHukante po3bpu3KyBaHHsi Ta YTBOPEHHSI aepo30riB.

e [licna poboTu i3 KNiHiYHMMKM 3pas3kaMyM Ta peareHTaMu
HeobXigHO MUTK pyKU.

e |HdopmaLito CTOCOBHO XiMiyHOro cknagy Ta 6e3nedHocCTi
pearenTiB Towo (MSDS information) moxHa oTpumaTtu BiA
BMPOOHUKa YM MOro npeacTaBHMKa 3a 3anMTOM.

e [lpu poboTi B naboparopii Bukopuctoysatu 313.

e Ha nouatky Ta B KiHUi poGoTu fesiHdikyhTe yci poboui
NOBEPXHi 3HE3aPaXYBaNbHUMUN PO34YMHAMMU.

e [lepekoHanTecb, WO Yyci po3XigHi MaTepiany MaloTb
mapkyBaHHsi DNase/RNase-free.

e [loBogbTecs 3 ycima MaTepianamu BignoBiAHO A0 npaBus
po6otn B nabopartopisx, WO nNpoBOAATb AOCIiMXKEHHA
MOMEKYNSAPHO-TEHETUYHUMKN  MeTodamu, Wwob  3anobirtu
nepexpecHin KoHTaMiHaLlii.

e BukopuctoByiTe Tinbku nosipeHi/kanibpoBaHi gosatopu Ta
HaKOHEYHVKN 3 aepo30fbHUM (PiNlETPOM.

e 30epirante Habip nogani Big mxepen 3abpyaHEHHSs
HyKNeiHOBUMM Kucrnotamu, ocobnuneo npogyktammu
amnnidpikauii.

e Yci MmaHinynAuii BapTo MPOBOAMTM B OKPEMWX 30Hax

(exctpakuis OHK/PHK, npurotyBaHHA peakuinHUX CyMillen,
amnnidikauis).

e Yce obnagHaHHA Ta BMTpaTHi Martepiany Ans KOHKPETHOI
onepauil NOBUHHI 3HaXoAUTUCS B 30Hi, A€ BUKOHYETbCS LA
onepavisi, i He NOBWHHI NepeMILLATUCA MXK PiBHUMMU 30HAMMU.
PykaBuykn cnig 3miHOBaTM Mpu nepexoni y KOXHY 30HY.
NabopaTtopHi xanatv NOBWHHI ByTU OKPEMUMMK ANS KOXKHOT
30HM i IX HE MOXXHA HOCUTM 3a MEXaMW L€l 30HM.

e PoGOTM MNOBUHHI BMKOHYBaTUCb B OZHOMY HanpsiMKYy,
noymHaroun i3 30oHM ekctpakuii OHK/PHK i 3akiHuyioum
BiANOBIAHUMYW 30HaMWN BUKOPUCTAHHS.

XapakrepucTtukmn Habopy

Mexa BusABneHHs (LoD) - AHaniTM4yHe AoCnimKeHHA
yyTnuBocTi: [ns Bu3HayeHHA Mexi BusABneHHs (LoD) 6yna
nigrotoBrneHa cepis po3BeaeHb 30yaHWKa, WO6 oTpuMaTn KiHLEBI
KoHUeHTpaui 1120, 760, 130, 45 T1a 24 KYO/mMn wnsixom
po3BeeHHs 3pa3kamMu LiNbHOI KpoBi, 3ibpaHMMK y HeraTMBHUX OCIb,
ansa  imitagii - kniHiyHnx  3paskis. [JHK natoreHa ounwanu 3a
nonomoroto RevoDx Genomic DNA Purification Kit from Bacteria.
KoxHe pos3BeneHHs Oyno nepesipeHO B 24 noBTopax. 3HAYeHHsI
mexi BusierneHHs (LoD) 6yno po3paxoBaHo Lnsaxom npobiT-aHaniay.
3HaueHHsa Mexi BusiBneHHs (LoD) ctaHoBuno 92 KYO/mn. Le
3HayeHHs LoD 6yno nigTBepaxeHo TecTyBaHHAM poaaTtkoBux 20
pennikaTie i3 koHueHTpauieto 92 KYO/mn. Yci 20 pennikaTiB ganu
NO3NTUBHI pe3ynbTaTy ANs MilleHi, Takum 6yno niaTBepaXeHo, Lo
LoD craHoBuTb 92 KYO/mn.

IHKNHO3UBHICTDb:

[na nocnigoBHOCTEN KOXXHOIO reHoTuny, AOCTYMHUX y 6asax gaHux
NCBI, 6yno npoBeaeHo iHKMO3MBHWIA aHani3 in silico npanmepis i
3oHaiB RevoDx Legionella pneumophila gPCR Kit. Pesynsratu

OOCNIMKEHHA  nokKasanu, WO  AiNsSHKW, Sk po3ni3HaTbCs
po3pobneHnmn npanmepamu Ta 3oHgamu, mawotb 100% romonorito
3 yciMa [OCTYyNHMMWM MOCMiAOBHOCTAMM reHoTuniB 3 0as
AaHux/6aHkiB  AaHWx HauioHanbHOro UeHTpy 6ioTexHonorivyHoi
iHdopmauii (NCBI).

MepexpecHa peakTUBHICTb:

MepexpecHa peakTmBHiCTb  Habopy  RevoDx  Legionella
pneumophila qPCR Kit 6yna ouiHeHa ik 3a AONOMOroK aHanisy in
silico, Tak i 3a gonomorot TectyBaHHs meTtogom [JIP. Awnanis in
silico npavimepiB i 30HAiB RevoDx Legionella pneumophila gPCR
Kit npotu nocnigoBHocTel 24 naToreHiB nokasae, WO Habip €
cneundivHMM 0 CBOET MilLEHi | He Jae nepexpecHOoi peakuil 3
uumn  natoreHamu. [lepepaxoBaHi Hwxk4ye 23 30yaHUKM Gynu
npoTecToBaHi Ha nepexpecHy peakTuBHiCTb metogom [1JIP 3a
ponomorot Habopy RevoDx Legionella pneumophila qPCR Kit.
XMBHONO3UTMBHUX pe3ynbTaTiB HE BUSIBMEHO.

Hwkye  HaBepgeHi  pesynbrat  OOCHIMKEHHS  NMEpexpecHoi
peakTUBHOCTI, K in silico, Tak i meTtogom INJ1P.
AHanis nepexpecHoi peakTUBHOCTI in silico

OpraHisam Pesynbrart

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
Salmonella spp.
Mycobacterium tuberculosis
Streptococcus salivarius
Listeria monocytogenes
Bordetella pertussis
Mycoplasma pneumoniae
Pneumocystis jirovecii (PJP)
Enterococcus dispar

Neisseria meningitidis

Proteus spp.

Saccharomyces cerevisiae
Schizosaccharomyces pombe
Aspergillus niger

Serratia marcescens

Bipyc naparpuny 1-4 Tunis
Bipyc rpuny A Ta B
EHTepoBipyc (Hanp. EV68)
PecnipatopHO-CcMHUMTIaNbHUIA BipyC
PuHoBipyc

ApeHoBipyc (Hanp. C1 Ad. 71)
MetanHesmoBipyc nrognHu (hMPV)

AHani3 nepexpecHoi peaktuBHocTi metogom MNJIP
OpraHiam Dxepeno KoHueHTpauia | PesynbraTt
. . L He npusHaveHa He
Chlamydia pneumoniae | KniHiyHuiA 3pa3ok .
oaVHMLSA BUMIpY | BUSIBNEHO
Lo L o He Npu3HayeH H
Haemophilus influenzae | KniHiyHWI 3pa3ok € npusHasena e
oaVHULSA BUMIpY | BUSIBIIEHO
Mycobacterium N He npu3HaveHa He
. KniHiyHun 3pasok .
tuberculosis OAVHULUSA BUMIDY | BUSIBNEHO
L T He npu3HaveHa He
Listeria monocytogenes | KniHiuHui 3pa3ok .
oaVHULS BUMIpY | BUSIBNEHO
. L o He Npu3HayeHa He
Bordetella pertussis KniHiyHnin 3pasok p )
oavHMLSA BUMIipY | BUSIBNEHO
Mycoplasma KRiHiYHu He npu3HaveHa He
. NiHIYHUIA 3pa3ok -
pneumoniae oOVHWLSA BUMIpY | BUSIBNEHO
Pneumocystis jirovecii - o He npu3HaveHa He
KniHiuHMi 3pasok )
(PJP) OANHNLSA BUMIPY | BUSIBNEHO
. T He npusHaveHa He
Enterococcus dispar KniHiyHun 3pasok .
oaVHULSA BUMIpY | BUSIBIIEHO
. . N T He npu3HaveHa He
Neisseria meningitidis KniHiyHnn 3pasok )
oOVHULIA BUMIpY | BUSIBNEHO
. . L He npusHaveHa He
Aspergillus niger KniHiyHnn 3pa3ok )
OaVHULIA BUMIPY | BUABNEHO
KopoHasipyc nmognHmn NIBSC (KaT.Ne: He npusHaveHa He
(229E) 09/132) OOMHWLSA BUMIPY | BUSIBIEHO
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PUHOBIDVC NIBSC (Kat.Ne: He npusHaveHa He
py 08/324) OAMHULS BUMIPY | BUSABNEHO
. NIBSC (Kat.Ne: s He
ApneHosipyc 16/324) 2.0x10° MO/mn BUSIBNEHO
Bipyc rpuny .

. NIBSC (Kat.Ne: He npusHayeHa He
f_ﬁ/(NZ??stchurch /1/2003, 07/296) oauHMUS BUMIpY | BUSIBIIEHO
m ;F::i%y /3/2003 NIBSC (Kat.Ne: He npusHaveHa He
H3N2y) 9 ’ 07/298) oavHWLS BUMIpY | BUSIBNIEHO
Bipyc rpuny NIBSC (KaT.Ne: He npusHadeHa He
(B/Jiangsu/10/2003) 07/300) oanHMUS BUMIpY | BUSIBIIEHO
Bipyc imyHopediunTy .
nogvnn 1 Tuny (BIN-1, NIB?GCH(gj)T'NQ' 1.25%x10° MO/mn BMﬂ::eleHO
HIV-1)

Bipyc imyHogediunTy .
noguHn 2 Tuny (BIN-2, NIB?gz(gg')r.NQ. 2.8x105MO/mn Bm:feHo
HIV-2)
PecnipatopHo-cuHuuTinb |  NIBSC (KaT.Ne: He npusHaveHa He
HuI Bipyc A2 08/120) OOVHWLA BUMIPY | BUABNEHO
Biovc naparovny 1 Tun NIBSC (Kat.Ne: He npusHaveHa He

Py parpuny y 08/176) oanHUUS BUMIpY | BUSIBIIEHO
Biovc naparovny 2 Tun NIBSC (KaT.Ne: He npusHadeHa He

Py parpurny Y 08/178) 0OnHMUSA BUMIDY | BUSIBIEHO
Bibve naparonny 3 Tun NIBSC (Kat.Ne: He npusHaveHa He

Py parpuny Y 08/118) OAMHULSA BUMIpY | BUSIBNEHO
Bibvc naparovny 4 Tun NIBSC (Kat.Ne: He npusHaveHa He

Py parpuny Y 08/180) ognHMUS BUMIDY | BUSIBIEHO

DopaTtkoBi maTepianu Ta obnagHaHHA
e HabGip ana BuaineHHs RevoDx Pathogen DNA/RNA
Purification Kit (IP202302), RevoDx Magnetic Pathogen
DNA/RNA Purification Kit (IP202303), a6o peareHT DIirEXT
OneStep Pathogen DNA/RNA  Extraction Reagent
(IP202319)
Amnnidikatop ans MNJP y pexumi peansHoro yacy
BignosigHi 313 (xanar, pykaBu4ku, okynsipu)
MikponineTku (0.5 mkn — 1000 mkr)
HakoHeuHvkn ansi gosaTtopiB 3 aepo3ofnbHUM (PiNbTpoM Ta
mapkyBaHHsaM DNase/RNase-free
Mikponpobipku 1,5 mn 3 mapkyBaHHaM DNase/RNase-free
Buxposui 3miyBay (BopTekc)
e HacTtinbHa MiKpoueHTpudyra ana
MJIP-nnaHwerTiB/cTpmn-npobipok
e HacTtinbHa mikpoueHTpudyra ansa npobipok o6'emom 1,5-2,0
M
e [lpobGipkn abo nnaHweTn ansa MNP y peansHomMy Yaci.

MipgroTroBkKa 3pa3kiB

I3 paHum Habopom MOXHa BUMKOPUCTOBYBaTUM BCi  3pasku
HYKNeIHOBMX KWCMOT, npuaaTHi Ana awxanisis metogom gPCR.
KniHivHi 3paskun cnig po3rnagaTty Sk NOTEHUINHO iHdeKUinHi; nig vyac
3abopy Ta 06pobku 3pa3kiB HEOOXiAHO AOTPUMYBATUCH 3ANOBIKHUX
3axopiB LWoao 30yQHUKIB, L0 NepefarnTbes Yepes KpoB.

KniHiumctn (a2  Takoxk denbawepn, Meacectpu, nikapi Ta
cneuianictv, NoB’sA3aHi i3 MEOMUMHOIK) HECYTb BiAMNOBIAAmNbHICTb 3a
BMKOPUCTaHHsi NpaBWibHOI Mnpouegypu nig 4vac 36opy Ta
6e3neyHoro TpaHCNopTyBaHHA  3pa3kiB o  nabopartopii.
[loCTOBIpHICTL pe3ynbTaTiB TECTYBaHHS 3HAYHOIO MIPOK0 3anexuTb
BiJ HamnexXxHOi MpaKTUKM Ha npeaHaniTUYHOMY eTani, WO TaKoX
nepenbayae TOYHE | NOBHE JOKYMEHTYBaHHS.

Micns 36opy He 36epiranTe UiNbHY KPOB NPU KIMHATHIN TemnepaTypi
poBwe 4 rogvH. TpaHCMOpPTYBaHHS LiNbHOI KPOBi, cnpoBaTtkn abo
nnasmm Mae BignoeiaaTn aepxasHuM abo MicLIEeBMM HOpMaM.

Mpotokon

BuainenHna OHK [Ona suaineHHa OHK 36yaHvka 3 kniHiYHUX 3paskis
cnig BukopuctoByBatu Habip RevoDx Pathogen DNA/RNA
Purification Kit (IP202302) a6o RevoDx Magnetic Pathogen
DNA/RNA Purification Kit (IP202303), a6o peareHT DIirEXT

OneStep Pathogen DNA/RNA Extraction Reagent (IP202319).
BrkopuCTaHHS iHWMX peareHTiB MOXEe HeratMBHO BMNIMHYTU Ha
XapakTepucTtukn Habopy. byab nacka, OOTPUMYMWTECH iHCTPYKLi
BupobHuKa obpaHoro Habopy anst BuginenHs OHK/PHK. B ipeani
onepauii MOBWMHHI MPOBOAMTUCS B TPbOX OKPEMMX 30HaX (Ans
suginenHs [OHK/PHK, npwurotyBaHHa peareHTiB ana [P,
amnnidikauii), wob 3anobirtn kKoHTamiHaLlii.

BHyTpiWHiN KOHTpOnb BHyTpiwHi kKoHTponb (BK), milueHHIo sikoro
€ PHKasa P ntoanHu, noTpibeH ons nigTBepaXeHHs noTpannsiHHsA
BugineHoi [OHK vy peakuiiHi npobipku. BHYTPIWHIA KOHTpONb
BUKOPUCTOBYETbCA  ANS  MOHITOPUHIY  edeKkTMBHOCTI  eTany
ekctpakuii OHK, a Takox ona nepesipkn Oyab-gKOro iHridysaHHSA
nne.

Mo3nTMBHUM KOHTPONb 3HayeHHs1 Ct MO3UTMBHOIO KOHTPOIO Mae
popiBHioBaTM 26 + 4, iHWI 3Ha4YeHHs BKasylTb Ha HasBHICTb
npobnem.

Mpotokon MNP

1. Po3moposbTe BCi KOMMOHEHTU Mpu KIMHATHIN Temneparypi,
kpim L.pneumophila RM 2. TloknagiTb KOMMOHEHT
L.pneumophila RM 2 Ha nig. PeTenbHO nepemillante KoxeH
KOMMOHEHT, MOTIM  ocafiTb  Kpanmi  KOPOTKOYaCHUM
LueHTpudyryBaHHaM. lNepeHeciTb yci peareHTu Ha nig abo
OXONoaAXKyHUUn 6rok.

2. KiHueBnn ob'em peakuinHoi cymiwi (Master Mix)
OTPUMYETBLCS  LUNIAXOM MHOXEHHA OKPEMWX peaKuinHuX
o6’emiB L.pneumophila RM 1 Ta L.pneumophila RM 2 Ha
3aranbHy KinbKicTb 3paski. [lpy UbOMY BpaxoBYHOTbCS
OOCniaXyBaHi KMiHIYHI 3pa3ky Ta KOHTPOMbHi 3pasku. [Ona
YHUKHEHHSI NOoXubOoK npu poskanyBaHHi pPeKOMeHOYeTbCs
BpaxoByBaTW AOAATKOBUIA 3pa3oK Npu NigpaxyHKy 3aranbHoi
KiNbKOCTi 3paskiB.

3. [Ona npuroTyBaHHa MawncTep-cymiwi popante 14  Mkn
L.pneumophila RM 1 ta 1 mkn  L.pneumophila RM 2 agns
KOXHOro 3paska Yy nigrotoeneHi npoGipku. [licns
NpUroTyBaHHA  MancTep-MiKCiB  0bBepexHo nepemiwaTu
CyMill nineTyBaHHAM abo Ha BOpTEKCi Ta ocaguTu kpanni
KOpOTKOYacHUM LUeHTpudyrysaHHamM. BHectn no 15 mkn
npurotoBaHoi cymiwi y npobipku/nnaHwet ana MNP Micns
BHECEHHA MaNcTep-MikCy Yy nyHkM pgoganmTte no 5 mkn
ekctparosaHoi [1HK, no3anTMBHOrO KOHTPOMIO Ta HEraTMBHOIO
KOHTPOMO y BiONOBIAHI NpPOGipKK. 3akpuUTU KPULLKKM 4K
3akneiTv NnaHLwWweT Ta 0caauTU Kpanii LeHTPUdYryBaHHSM.

4. 3anporpamynTe npunag gna  amnnidikadii  3rigHo
npoTtokorny, HaeegeHoro y Tabnuui 3. Bkasatn o6’eM 3paska

20 mkn.
Tabnuusa 3: MNMporpama amnnidikauii
Ha3Ba etany KinekicTe TemnepaTtypa Yac
uuKniB
AxTuBauis 1 95°C 2 x8
nonimepasu
95°C 10 cek
Amnnidikauis* 40
60°C 20 cek

* OeTtekuin conyopecueHuii npu 60°C 3a kaHanamu HEX Tta Cy5

5. OG6patn BumiptoBaHHS piBHA dnyopecueHuii npy 60°C 3a
kaHanamyn HEX ta Cy5.

3anycTutu nporpamy.

MporpamyBaHHA  npunagy Ta  aHania  pesynsraTis
3[iCHIOBaTK BiANOBIAHO [0 IHCTPYKLii BUPOOHUKA.
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AHani3 gaHux

3HayeHHa Ct Ans NO3MTMBHOIO KOHTPOMIO MOBWHHO AOPIBHIOBATU
26+4, a HeraTMBHWA KOHTPOMNb Yy BCiX KaHanmax noBWHeH 6yTu
HeraTuBHWM. B iHLIOMY BUNaaKy ekcrnepuMeHT cnifg MOBTOPUTMK.

Pesyn bTaTn ana KO>XXHOro

HaCTyNnHUM YNHOM:

MancTep-mikcy  iHTeprpeTyBaTh

+/-

MosnTtneHW Ha Legionella
pneumophila

Pesynerat BanigHun. 36yaHuk
He BUSIBIIEHO

HeBanigHuii pesynesrar. 3pa3ok
cnia NOBTOPHO NpPOTECTYBATK

IHdbopMmauia ana 3amoBneHHA

Ha3Ba npoaykty dacyBaHHA KaTt.Ne
RevoDx Legionella .
pneumophila qPCR Kit 25 TecrTiB IP202327-25
RevoDx Legionella .
pneumophila gPCR Kit 100 TecrTiB 1P202327-100
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