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Habip ans
BuasneHHAa JHK Haemophilus
influenzae

Haemophilus influenzae qPCR Kit

IHCTPYKULifA 3 BUKOPUCTAHHA

AxkicHe BuaBneHHa OHK Haemophilus intc E

Ona piarHocTukwm in vitro
Ona npodeciitHOro BUKOpUCTaHHA

KaTanoxHi Homepu:
IP202252-100 — 100 TecTiB
IP202252-500 — 500 TecTiB

Cknap Habopy

KomnoHeHT 100 TecTiB | 500 TecTiB
1 | H.influenzae RM 1 1400 mn | O % 1400
MK
2 | H. influenzae RM 2 100 MKn 500 mKkn
H. influenzae lNMo3anTtuBHUM
3 | KOHTpONbHUI 3pa3ok 100 mkn 200 mkn
(Positive control)
H. influenzae HeratnBHun
4 | KOHTPONbHWIA 3pasokK 100 mkn 200 mkn
(Negative control)

TpaHcnopTyBaHHs, 36epiraHHsA Ta cTabinbHICTL
Habopu moxHa TpaHcrnopTyBaTu npw Temnepatypi Big +2°C go
+8°C. Bci komnoHeHTM Habopy RevoDx Haemophilus influenzae
gPCR Kit cnig 36epiratn npu Temnepartypi Big -25°C po -15°C. Cnig
yHuKaTn 36epiraHHs npy Ginbll BMCOKMX Temnepartypax. 3a ymoB
HanexHoro 36epiraHHst BCi KOMMOHEHTW Habopy 3anualTbcs
cTabinbHMMM [0 3aKiHYEHHs1 TEepMiHy NPWAATHOCTI, BKA3aHOro Ha
etuketui npoaykty. Pearentn RM 1 1a RM 2 He mMoxHa
3aMOpOXyBaTM-pO3MOpOXyBaTn  Binblwe 3 pasie, uUe Moxe
Npu3BeCTM A0 3HWKEHHA 4yTnuBOCTi Habopy. lMpwn HeobxigHOCTI
30inNbLUEHHsT  KINbKOCTI  LMKIIB  3aMOPOXYBaHHS-PO3MOPOXYBaHHS,
po3ainiTe Habip Ha kinbka anikBoT 3py4yHOro o6’emy Ta 3b6epiranTe
npu Temnepatypi Big -25°C o -15°C.

MepenbavyeHe BUKOPUCTAHHA

RevoDx Haemophilus influenzae qPCR Kit — ue [MJIP-tect y
peanbHOMY 4aci, npu3HayeHuh Ans skicHoro BusiBneHHs [OHK
Haemophilus influenzae y HacTynHux Tunax 3paskiB: UinbHa KpoB,
KynbsTypy KpOBi, CMMHHOMO3KOBA pifMHa, Ma3ku 3 HOCOINOTKM Ta
POTOrNOTKN, HOCOIMOTKOBWI acnipaTt/naBax, GpoHxoansBeonsipHUN
naBax, OpOHXianbHWA acnipaT, MOKPOTUHHS, ceva, YpOoreHTiarnbHi
Ma3sku, LepBikarnbHi Ma3sku.

Mo3nTMBHI pesynbTaTM He BUKMIOYAKOTb  KOiHGeKUii 3  iHwWuMK
natoreHamun. BuseneHun 36ygHnKk Moxe He 6yTu ocTaTouvHOK
NPUYUHOK 3axXBOPIOBaAHHSA. HeraTuBHI pesynbraT He BUKIOYAKTb
HasBHICTb iH(peKUii i He MNOBWHHI BMKOPWUCTOBYBATUCA $SIK €4MHA

nigctaBa pAns MNPUAHATTA  pilleHb LWOAO JiKyBaHHA nalieHTa.
HeratuBHi pesynstati BapTo KOMOiIHYBaTW 3 KMiHIYHOK KapTMHOM,
icTopieto nauieHTa, Ta enigemMionoriYHo iHpopmauieto.

Habip RevoDx Haemophilus influenzae qPCR Kit npuaHavenuin ans
npodecifHoro  BMKOPUCTaHHS  kBaricpikoBaHMM  nabopaTopHUM
nepcoHarnoMm, Wo npomroB HaByaHHA MeTodam [P y peanbHomy
yaci Ta npoueaypam Anst 4iarHoCTUKK in vitro.

OOMeXeHHs Woa0 BUKOPUCTAHHA NPOAYKTY

e  BukopucToByBaTV nuLLe 32 NPUIHAYEHHAM

e HabGip RevoDx Haemophilus influenzae
npusHaveHun Ans OiarHocTuku in vitro.

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

e Llen Habip BanigoBaHO Ans BUKOPUCTaHHSA 3 Habopom Ans
BuaineHHa RevoDx Genomic DNA Purification Kit from
Bacteria. BuKopuCTaHHS iHWKX peareHTiB AN BUAOINEHHS
OHK Moxe HeraTMBHO BMAMHYTM Ha XapaKTepUCTUKK
Habopy.

e |Hribitopu TJIP B enwatax MOXyTb Npu3BEeCTM A0
XnbHoHeraTneHMX abo HeBanigHWX pe3ynbsTaTiB TECTY.

e [lnAa OTpUMaHHSA [OCTOBIpPHUX pesynbraTtiB  HeobXigHO
AOTpMMYBaTUCh NpaBuITbHUX MeToaiB 360py,
TpaHCcnopTyBaHHs, 36epiraHHsA Ta 06pobkn 3paskiB.

e HabGip npusHavyeHun ans npodeciiHoro BUKOPUCTaHHS
KBaniikoBaHMM nNepcoHanoMm, Lo MPONMWOoB BignoBigHe
HaBYaHHS.

e JloTpumynTecs iHCTPYKLiA 3 BUKOPUCTaHHA [0 Habopis Ans
OTpUMaHHA onTumarnbHux pesynesraris MNJ1P.

e He BuKkopucToByWTe Habip nicnd 3akiHYEHHS TepMiHy
npuaaTtHocTti. KomnoHeHTM Habopy 3 Ppi3HMX cepii He
MOXHa 3MilLyBaTy.

gPCR  Kit

Onuc npoaykty

RevoDx Haemophilus influenzae gqPCR Kit — ue Habip ans
BusBneHHa [OHK Haemophilus influenzae wmetogom TJIP y
peanbHomy uyaci. [Mig yac pennikauii OHK y xogi MNJIP, mMivyeHuni
rnyopecuUeHTHUM GapBHMKOM 30HA ribpnamnsyetbes 3
OHK-maTtpuueto i pyrHyeTbea 5'-3' eHOOHYKNeasHoK aKTUBHICTIO
OHK-nonimepasn Thermus aquaticus (Taq) B Mipy NOAOBXEHHS
npavimepa [UJIP. 3oHO po3wenntoeTbCss nuwe Todi, Komnwm
BinbyeaeTbca pennikauis OHK, npn yomy BinbyBaeTbca posgineHHs
Monekynu cnyopecueHTHoro 6apBHMKaA Ta MOMEKYNM racHuKa.
YTBopeHi npogyktu MNJ1IP MOXHa BUABUTU MPOTArOM KiflbKOX XBUWIWH
3aBOSKU MIABULLEHHIO piBHA bnyopecueHLii, fke BiabyBaeTbcs
€KCMOHEHLanbHO 3 KOXXHUM HacTymHUM UUKNom amnnidpikadii y xoai
MNP. Mapametrp Ct (noporoBui LUMKN) — UEe HOMEP UMUKy
amnnicdpikadii, npu KoMy nyopecueHUis peakuiiHoi  CyMmiLli
nepesuLLye ¢ikcoBaHe MOPOroBe 3HayeHHs. [ns nepesipku AKOCTI
€KCTpaKLUii HYKNeiHOBUX KWCMOT Ta NPOXOAXKEHHs amnnidikauii B
Habopi BUKOPUCTOBYETLCSA BHYTPILLHIN KOHTPOIbHWIA 3pa3ok.

Mpunaau

HaGip RevoDx Haemophilus influenzae gPCR Kit moxHa
BUKOpUCTOBYBaTK i3 amnnidikatopamun ans MJIP y peanbHoMy yaci
BIO-RAD CFX96, Tianlong Gentier 96, Applied Biosystems
QuantStudio5, a Takox npunagamm [OHK-texHonorii cepii OT
(DT-prime, DT-lite). Ane Habip TakoXX MOXe BMKOPUCTOBYBATUCH 3
GinbwicTio amnnicpikatopis ang MNP y peanbHOMy 4aci 3 kaHanamu
HEX Ta Cy5.

3aranbHun onuc

Haemophilus influenzae (H. influenzae) — ue Tun Gaktepin, Aki
MOXYTb BUKIMKaTW Kifbka pisHUX BUAIB iHdekuin. Lli 6akTepianbHi
iHbeKLiT MOXYTb BapitoBaTUCS Big NErkux, Taknx sk ByLUHi iHdbekuiT,
00 BaXKUX, TakuX sIK iHcpeKuii KpoBOTOKY. 3axBOpioBaHHA 3a3Bu4Yan
Bpaxae pite Ao 5 pokiB abo nogen 3 ocnabneHum iMyHiTeTom.
lHogi ypaxeHHs H. influenzae € iHBa3uBHUMYK, TOOTO OGakTepii
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BMSBNATLCA B YaCTMHAX OpraHiamy, ski malTb OyTn CTepunbHi.
Hanpuknap, H. influenzae moxe npoHukatu B LepebpocniHanbHy
PiOVHY, WO MOXE BWKMMKATM MEHIHMT. MeHIHrT - ue Habpsik
0BOMOHKM rONOBHOIO Ta CMWMHHOMO MO3KY. |[HBa3MBHI 3axBOPIOBaHHSA
3a3BMYal BUMaratTb CTalioHapHOro MikyBaHHS i iHOAi MOXyTb ByTK
netanbHUMN.

IHcpopmauin woao 6esnekn

e  KniHiyHi 3pasku cnig po3rnsgaTtn K NOTEHLINHO iHGEKLinHI;
3 HMMK cnig npautoBaT B 30Hi 6iobe3nekn 1-ro abo 2-ro
piBHS, 3anexHo Big 30yaHWKa iHdeKuii.

e Yci oTpumaHi Bigxoau cnig BBaXaTu  NOTEHUINHO
iHpeKUiiHUMK. 3 HUMKU cnig NOBOAMTUCL Ta YTUMi3yBaTu
BiQNOBIAHO 4O MicueBux npasun 6esneku.

e VYHukamte OyOp-SIKOrO KOHTaKTy LKIpM 3 peareHTamu
Habopy. Y BUNagKy KOHTaKTy peTenbHO NPOMUTU BOAOH0.

e  YHukante po3bpu3KyBaHHSI Ta YTBOPEHHSI aepo30niB.

e [licna poboTtn i3 KNiHIMHMMKM 3pas3kamMy Ta peareHTammu
HeobXigHO MUTK PYKM.

e |HcopmaLilo CTOCOBHO XiMiYHOrO ckragy Ta Ge3neyvHocTi
pearenTiB ToWwo (MSDS information) moxHa oTpumatn Big
BMpO6HMKa Y1 NOro npeacTaBHMKa 3a 3anMTOM.

e [lpn poGoti B nabopartopii BukopucTOBYBaTM 3acobu
iHOMBIQYanbHOMO 3aXMUCTY.

e Ha nouatky Ta B KiHUi poboTu AesiHdikynTe yci pobodi
NOBepPXHi 3HE3apaxyBanbHUMU PO3YNHAMN.

e [lepekoHanTecb, WO BCi PpoO3XigHi MaTtepianu MaTb
MapkyBaHHs DNase/RNase-free.

e [loBogbTecs 3 ycima martepianamu BiAnoBiAHO OO MpaBun
pobotn B nabopaTopisx, WO MNPOBOAATb AOCHIOKEHHS
MOMEKYyNSApPHO-reHETUYHMMKU  MeTodamu, LWwob  3anobirtu
NepexXpecHin KoHTamiHaLii.

e BukopucToByinTe Tinbku noBipeHi/kanibpoBaHi go3aTopu Ta
HaKOHEYHWKN 3 aepo30S1IbHUM DiNIETPOM.

e 30epirante Habip nopani Big Oxepen 3abpyoHEHHSA
HYKNeiHOBMMM  Kucnotamu,  0cobnvMBO  npogykTamu
amnnidpikadii.

e Bci MaHinynsauii BapToO NpoBOAWTU B OKPEMMX 30Hax
(exctpakuis OHKPHK, npurotyBaHHs peakuiiHMX CyMillen,
amnnicpikauis).

e Yce obnagHaHHS Ta BWUTpaTHi Martepiany ANA KOHKPETHOI
onepauil NOBMHHI 3HaXOOAUTUCS B 30HI, e BUKOHYETLCS LS
ornepauis, i He MNOBMHHI NepemiwaTnca MK PpisHUMU
30HaMu. PykaBunuku cnig 3miHioBaTV Npy nepexogi y KoxXHy
30Hy. JlabopaTopHi xanaTv MOBWHHI OyTW okpemumun Ans
KOXHOT 30HM i iX HE MOXXHa HOCUTM 32 MEXaMW L€l 30HN.

e PobOTM MOBWHHI BWKOHYBaTUCb B OQHOMY HarnpsMKy,
noymHaroum i3 3oHM ekctpakuii AHKPHK i 3akiHuyroun
BiANOBIAHMMU 30HaMN BUKOPUCTaHHS.

Xapakrepuctuku Habopy

Mexa BusiBneHHs (LoD) - AHaniTu4He AocnigXeHHs1 Yy TNUBOCTI:
Ons BusHayeHHa mexi BuaBneHHsa (LoD) Gyna nigrotoBneHa cepis
po3BeeHb CUHTETUYHOIO oparmeHTa reHy 30yaHuKka 40 OTPUMaHHS
KiHUEeBUX KoHueHTpauin 1120, 760, 130, 45 ta 24 KYO/mMn wnsaxom
po3BeAEHHS 3pa3kamu LinbHOI KpoBi, 3ibpaHnMK y HeratMBHUX 00
natoreHy ocib, anga imitauii kniHiyHMx 3paskie. OHK natoreHa
ounwanu 3a gonomoroto RevoDx Genomic DNA Purification Kit from
Bacteria. KoxHe po3BegeHHs Oyno nepesipeHO B 22 NOBTOpax.
3HayeHHa Mexi BuaBneHHa (LoD) 6yno pospaxoBaHO LUMNSXOM
npob6iT-aHanisy. 3HayeHHs Mexi BusiBneHHs (LoD) crtaHoBuno 72
KYO/mn. Ue 3HayeHHa LoD Oyno nigTBepmxeHO TeCcTyBaHHSAM
aogaTkoBux 16 noBTopiB i3 KOHUeHTpauieto 72 KYO/mn. Yci 18
pennikaTtiB Aanv MO3UTWBHI pe3ynbTat AN MilleHi, TakuM YMHOM
Oyno nigTBepaxeHo, wo LoD crtaHoBuTb 72 KYO/Mn.

IHKNO3UBHICTBb:

[ns nocnigoBHOCTEN KOXHOMo reHoTuny, AOCTYMHUX y 6asax AaHux
NCBI, 6yno npoBegeHo iHKNO3UBHWIA aHania in silico npanmvepis i
3oHaiB RevoDx Haemophilus influenzae qPCR Kit. Pesynbratn
NnoKasylTb, WO HYKNEOTUAHI  OiNsHKM, ki po3ni3HalTbCA
po3pobneHummn npanmepamm Ta 3oHgamu, matoTe 100% romororito 3
BCiMa OOCTYMHMMMW NOCIiAOBHOCTSIMM NaToreHis 3 6a3 gaHux/6aHkis
AaHunx HauioHanbHoro ueHTpy 6iotexHonoriyHoi iHopmadii (NCBI).

lMepexpecHa peakTUBHICTb:

MepexpecHa peakTuBHicTb Habopy RevoDx Haemophilus influenzae
gPCR Kit 6yna ouiHeHa sik 3a gonomoroto aHaniay in silico, Tak i 3a
gornomoroto TectyBaHHA metogoM IMJIP. Ananis in silico nparimepis i
30oHOiB  RevoDx Haemophilus influenzae qPCR Kit npotu
nocnigoBHOCTEN 26 naToreHiB nokasas, Lo Habip € cneuudiyHum oo
CBOEI MilleHi i He Aae nepexpecHoi peakuii 3 UMMM naToreHamw.
MepepaxoBaHi Hwk4e 25 30ygHukiB Oynm npoTecToBaHi  Ha
nepexpecHy peakTuBHiCTb metogom [1J1IP 3a gonomoroto HaGopy
RevoDx Haemophilus influenzae qPCR Kit . XnbHONO3MTUBHUX
pesyneTaTiB He BUSBIIEHO.

Hwxue HaBefeHi pesynsratu [ocnigKeHHs nepexpecHoi
peakTUBHOCTI, SK in silico, Tak i meTogom IMJ1P.
AHani3 nepexpecHoOi peakTUBHOCTI in silico

OpraHism 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 meningitidis

Proteus spp.

Saccharomyces cerevisiae
Schizosaccharomyces pombe
Aspergillus niger

Salmonella spp.

Serratia marcescens

Bipyc naparpuny 1-4 Tunis
Bipyc rpuny A Ta B
EnTeposipyc (Hanp. EV68)
PecnipaTtopHO-CUHUMTIanbHUn Bipyc
PuHoBipyc

ApeHosipyc (Hanp. C1 Ad. 71)
MetanHeBMoBipyc ntognHu (hMPV)

AHani3 nepexpecHoi peakTuBHOCTi meTogom IMJ1IP

OpraHiam Oxepeno KoHueHTpauin Pesynbrart
Chlamydia KniHiyHnn He npu3HaveHa He
pneumoniae 3pa3ok 0OnHWLUSA BUMIpY BUSIBIEHO
Haemophilus KniHivHni He npu3HaveHa He
influenzae 3pasok OAnHMLUSA BUMIpY BUSIBNEHO
Legionella KniHivHnn He npu3HaveHa He
pneumophila 3pasok OAMHULA BUMIDY BUSABNEHO
Mycobacterium KniHivHui He npu3HaveHa He
tuberculosis 3pasokK OAMHULA BUMIpY BUSABNEHO
Streptococcus KniHiyHnn He npu3HaveHa He
pyogenes 3pasok OAVIHWLA BUMIpY BVSIBIEHO
Bordetella pertussis KniHiyHui He npmsHaqeﬂa He

3pasok OAVIHWLA BUMIPY BVSIBIIEHO
Mycoplasma KniHiyHni He npu3HayeHa He
pneumoniae 3pa3ok 0auHMLUSA BUMIpY BUSIBIEHO
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Pneumocystis KniHiyHnn He npu3HaveHa He
jirovecii (PJP) 3pa3ok 0AnHULUSA BUMIpY BUSIBIEHO
. KniHiyHnn He npu3HayeHa He
Enterococcus dispar .
3pasok OMHULIA BUMIDY BUSIBNEHO
Listeria KniHivHnn He npu3HaveHa He
monocytogenes 3pasok OAMHULA BUMIDY BUSIBNEHO
Neisseria KniHivHun He npu3HaveHa He
meningitidis 3pasok OAMHULA BUMIpY BUSABNEHO
; . KniHiyHnn He npu3HaveHa He
Aspergillus niger .
3pasok OfMHULIA BUMIDY BUSIBNEHO
KopoHasipyc NIBSC (KaT.Ne: He npu3HaveHa He
noguHn (229E) 09/132) OAVIHWLA BUMIPY BUSIBIIEHO
Purosipyc NIBSC (KaT.Ne: He npu3HavyeHa He
08/324) OAMHULS BUMIDY BUSIBNIEHO
. NIBSC (Kat.Ne: s He
ApeHosipyc 16/324) 2.0x10°MO/mn BUSIBEHO
Bipyc revny NIBSC (KaT.Ne: He npu3HaveHa He
(A/Christchurch 07/296) OoAVHWLA BUMIpY BUSIBIEHO
/1/2003, H1N1)
Bipyc reviny NIBSC (KaT.Ne: He Npu3HaveHa He
(A/Wyoming/3/2003, .
07/298) oaVHULSA BUMIpY BUSIBNEHO
H3N2)
Bipyc rpuny NIBSC (KaT.Ne: He Npu3HaveHa He
(B/Jiangsu/10/2003) 07/300) OOUHMLSA BUMIpY BUSIBIIEHO
Bipyc
imyHogediuuty NIBSC (Kat.Ne: 1.25%105 MO/mn He
noguHn 1 Tuny 16/194) BUSIBMEHO
(BI1-1, HIV-1)
Bipyc
iMyHoaediunTy NIBSC (KaT.Ne: 5 He
TNIOANHY 2 Tuny 16/296) 2.8x10°MO/mn BUSIBMEHO
(BI1-2, HIV-2)
PecnipatopHo-cuHumn| NIBSC (KaT.Ne: He npu3HaveHa He
TiNnbHWI Bipyc A2 08/120) OAVIHWLA BUMIPY BUSIBIIEHO
Bipyc naparpuny 1 NIBSC (KaT.Ne: He npu3HaveHa He
Tmny 08/176) 0OnHULUSA BUMIpY BUSIBIIEHO
Bipyc naparpuny 2 NIBSC (KaT.Ne: He npu3HaveHa He
TMny 08/178) OANHNLIA BUMIpY BUSIBNEHO
Bipyc naparpuny 3 NIBSC (Kat.Ne: He npu3HaveHa He
T™mny 08/118) OAVHWLSA BUMIPY BUSIBIEHO
Bipyc naparpuny 4 NIBSC (Kat.Ne: He npu3HaveHa He
™mny 08/180) 0AVHWLSA BUMIpY BVSIBNIEHO

HDopatkoBi MaTepianu Ta obnagHaHHA

e Habip gns BuaineHHs RevoDx Pathogen DNA/RNA Purification
Kit (Kat. No: 1P202302; idil biotech, TypeuunHa) abo RevoDx
Magnetic Pathogen DNA/RNA Purification Kit (Kat. No:
IP202303; idil biotech, TypeyunHa)

o Real-Time PCR Detection System,

e Awmnnidikatop ans MNP y pexvmi peansbHoro yacy

e BignosigHi 3acobu  iHOMBIAyanbHOro  3axucty
pyKaBWYKK, OKyNnsipu)

e  Mikponinetku (0.5 mkn — 1000 mkr)

e HakoHeyHUKM [ns JosatopiB 3 aepo3ofibHUM inbTpoM Ta
mapkyBaHHsAM DNase/RNase-free

e  Mikponpobipku 1,5 mn 3 mapkyBaHHsiM DNase/RNase-free

e Buxposun amiwysay (BopTekc)

e HacrtinbHa MiKpoLeHTpudyra
MNP-nnaHweris/cTpmn-Npobipok

e HactinbHa MikpoueHTpudyra ans npobipok ob'emom 1,5-2,0
M1

e [poGipkun abo nnaHweTtn ana MNJP y peansHomy 4vaci.

(xanar,

ans

MigroTroBka 3pa3kiB

KniHiyHi 3pa3ku cnig po3rnaaaTt sik NOTEHUIMHO iHdeKUinHi; nig vac
3abopy Ta 0OpobkM 3paskiB HEOOXiQHO AOTPUMYBATUCHL 3aNOBIKHMX
3axofiB Woao 30yaHNKIB, LLIO NepeaalTbCs Yepes KPoB.

KniHiunctn (2  Takox denbawepu, Meacectpu, nikapi Ta
cneuianictv, NoB’si3aHi i3 MeguUMHOK) HecyTb BignoBiganbHiCTb 3a

BMKOPUCTaHHS MpaBuNbHOI Npoueaypw nig vac 36opy Ta 6e3neyHoro
TpaHCMOpPTYyBaHHA  3pa3kiB A0  nabopatopii.  [JOCTOBipHiCTb
pes3ynbTaTiB TECTYBaHHS 3HAYHOK MIpPOK 3amneXxuTb Bif HanexHoi
NpakTWKM Ha nNpeaHaniTM4HOMy eTani, Lo TakoX nepenbavae To4He i
NOBHE JOKYMEHTYBaHHSI.

MpoTokon

Bupinennsa OHK Ons suainenHa OHK 36yaHuka 3 kniHivHMX 3paskiB
cnig  BukopuctoByBatu Habip RevoDx Pathogen DNA/RNA
Purification Kit abo RevoDx Magnetic Pathogen DNA/RNA

Purification Kit. BukopucTaHHs iHWWX peareHTiB MOXe HeraTuBHO
BMMMHYTW Ha xapakTepuctuku Habopy. Byap nacka, gotpumyntech
iHCTPYKUin BUpobHMKa obpaHoro Habopy anda suaineHHs OHK/PHK.
B igeani onepauii NoBMHHI MPOBOAMTUCA B TPbOX OKPEMMX 30HAX
(ans BuginenHa [OHK/PHK, npurotyBaHHs peareHTiB ana [P,
amnnidpikayii), Wwob 3anobirTn koHTamiHaLii.

BHyTpiWwHiN koHTponb BHyTpiWwHih koHTponb (BK), MilleHHo skoro
€ PHKasza P nioguHn, notpibeH ans nigTBepoKeHHs1 NOTpanmisiHHS
BuaineHoi [OHK y peakuinHi npobipkn. BHYTPIWHIA  KOHTPOMb
BMKOPUCTOBYETLCHA ASS MOHITOPUHIY e(peKTMBHOCTI eTany ekcTpakuii
OHK, a Takox ansa nepesipku 6yab-sKkoro iHribysaHHs IMI1P.

Mo3nTUBHUN KOHTpPONb 3HayeHHs Ct MO3UTMBHOIO KOHTPOSIO Mae
aopiBHioBaT 25 + 4, iHWI 3Ha4YeHHA BKa3ylTb Ha HasBHICTb
npobnem.

MpoTokon MIP

1. Po3amopo3bTe BCi KOMMOHEHTU NpW KiIMHaTHIN TeMmnepartypi, kpim H.
influenzae RM 2. MNMoknagite komnoHeHT H. influenzae RM 2 Ha nia.
PeTenbHO nepemiwante KOXeH KOMMOHEHT, MoTiM ocagiTb Kpanni
KOpPOTKOYaCHUM LeHTpudyryBaHHsaM. epeHeciTb yci peareHTM Ha
nig abo oxonomkyo4umin Grok.

2. KiHueBuin o6’em peakuiiHoi cymiwi (Master Mix) oTpumyeTbes
LLUMSIXOM MHOXEHHS1 okpemmux peakuinHnx o6’emiB H. influenzae RM
1 Ta H. influenzae RM 2 Ha 3aranbHy KinbkicTb 3paskis. [Mpu ubomy
BPaxoBYIOTbCA AOCMIAXYBaHi KNiHIYHI 3pa3ku Ta KOHTPOIbHI 3pasku.
Ons  yHWKHEHHS nNOxMOOK npu po3KanyBaHHIi pPeKoOMeHOY€ETbCA
BpaxoByBaTW [00ATKOBWMA 3pasoK Mpu  NigpaxyHKy —3ararnbHoi
KinIbKOCTi 3paskiB..

3. [Ons npuroTyBaHHA Manctep-cymiwi popgante 14 mkn H.
influenzae RM 1 1a 1 mkn H. influenzae RM 2 gns koxHoro
3paska y nigrotoeneHi  npobipkn. [licns  npuroTyBaHHS

MaWncTep-MikciB 06epexHo nepemiiati cymill ninetyBaHHAM abo Ha
BOPTEKCI Ta ocaguTh Kpanni KOPOTKOYaCHUM LIeHTpUdyryBaHHAM.
BHectn no 15 mkn npurotoBaHoi cymiwi y npobipku/nnaHwer ans
MNP. Micna BHeCEHHs MancTep-MikCy y NMyHKW JogawTte no 5 mkn
ekcTtparoBaHoi  [HK, no3WMTMBHOrO  KOHTPOMIO, HeEraTMBHOIO
KOHTPOMNIO y BIiAMOBIAHI NPOOBIPKN. 3aKpUTU KPULLKM YW 3akneitu
NMNaHLWeT Ta ocaguTy Kpanmni LeHTPUdYryBaHHSIM.

4. 3anporpamyiTe npwnag Ans amnnidikauii 3rigHO MpoTokony,
HaBefeHoro y Tabnuui 3. Bkasatn 06’em 3paska 20 mkn.

Tabnuusa 3: NMporpama amnnidikadii

HasBa eTan Kinekicte Temnepartypa Yac
y uuknise patyp
AkTvBaLs 1 95°C 2 %8
nonimepasu
L 95°C 10 cek
Amnnicikauis* 40
60°C 20 cek

* OeTekuin cdonyopecueHuii npu 60°C 3a kaHanamun HEX Tta Cy5

5. O6patu BumiptoBaHHs piBHA dnyopecueHuii npn 60°C 3a
kaHanamu HEX ta Cy5.

6. 3anyctutn nporpamy.
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7. MNporpamyBaHHs Mpunagy Ta aHania pesyneraTtiB 3AiNcHIBaTH
Bi4NOBIAHO [0 IHCTPYKLUii BUPOOHMKA.

AHani3 gaHunx

3HayeHHa Ct ans nNO3MTMBHOIO KOHTPOMK MOBWHHO OOpPiBHIOBATU
25+4, a HeratMBHUIM KOHTPOMb Yy BCiX KaHanmax noBuHeH O6yTu
HeraTuBHWUM. B iHLLOMY BMNaaKy ekcrepumeHT cnig MOBTOPUTMK.

PesyanaTM Ana KOXXHOro MaVICTep-MiKcy iHTepI'IpeTyBaTVI HaCTynHUM

Y/HOM:

+ + Mo3uTtnBHUI Ha
Haemophilus influenzae
+ Pesynbrar BanigHWMN.

36YOHWK HE BUSIBIIEHO

HesanigHun pesynbrar.
3pa3ok cnig  MOBTOPHO

npoTecTyBatu
IHdbopmaLia ana 3aMOBIEeHHSA

HasBa npoaykrty ®dacyBaHHsA KaT.Ne
RevoDx Haemophilus 100 TecTiB 1P202252-100
influenzae gPCR Kit
RevoDx Haemophilus 500 TecTiB 1P202252-500
influenzae gPCR Kit
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